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EXECUTIVE,SUMMARY -

TSCA Includes Unique Data Collection Provisions

Prior to the enactment of the Toxic Substances Control Act (TSCA), no one knew the number or
identity of chemicals in commerce in the United States, much less had information on their production,
distribution, use, or health and environmental effects. TSCA has provided an extensive set of tools to
collect just such information from industry. If the information does not already exist, industry can be
required to develop it. Thus, TSCA is a unique and extremely important source of information that is
potentially valuable not only to the United States Environmental Protection Agency (EPA) for its own
regulatory efforts, but also to other federal, state, and local programs.

The data collected under TSCA also have the potential to benefit the scientific community as it
attempts to better characterize environmental concerns, and industry as it works toward reducing risks of
its chemicals. This information further has the potential to benefit workers and the public who risk the
consequences of being exposed to any harmful chemical in commerce. Significant amounts of TSCA
data are unavailable anywhere else, and TSCA provides the only comprehensive view available of what is
known (and not known) about the commercial flow and/or environmental effects of commcrcnal
chemicals. «

CBI Claims Severely Limit Access to TSCA Data

Under TSCA, large amounts of potentially valuable data have been collected and are being
maintained by EPA. However, most of the data are unavailable 10 scientists, public interest groups, or
the general public; because they are being held as oonﬁdcnnal business information (CBI). While there
are several circumstances under which data submitted by companies are and should be handled as
legitimate trade secrets, the majority of the confidentiality claims affecting data submitted under TSCA
have not been substantiated, and a significant fraction of these claims would appear not to be
supportable under the statute.

Maintaining large volumes of data as CBI not only denies access to interested outside users, it also
leads to high costs for the Office of Pollution Prevention and Toxics (OPPT), which admiristers TSCA,
to keep the data secure, impedes the program’s ability to develop regulations openly, and makes it
difficult for other federal officials to use the data. It also prevents OPPT from sharing the knowledge it
gains from reviewing such data about the chemical attributes that give rise to significant health and
environmental risks. Thus, TSCA CBI is impeding government regulatory programs, scientific research,
industrial chcmxml stewardship programs, worker and community right-to-know, and industrial
accountability. The history of EPA regulation of asbestos provides a telling case in point. The public
and interested parties were precluded from meaningful participation in rulemaking, because the
documents developed by EPA to support its proposed rule were covered by CBI clanms, and could not
be made public.

Potential users of TSCA data are not only hindered by the lack of access to the data, but they are
also undermined by an inability to ascertain the scope of the data that are being held as confidential. In
other words, there is no way for outside users to know whether or not EPA is in possession of data
relevant to their interests. Therefore, few groups or individuals, aside.from industry, have sought to
obtain TSCA data. .

ifi
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The amount of TSCA data claimed and held as CBI is sizeable by any standard, and includes

.

more than 90 percent of all premanufacture notices for new chemicals,
more than 95 percent of all polymer exemption submissions,

more than 25 percent of all substantial risk notifications (80 percent of those submissions with
claims make such claims for chemical identity), and

more than 20 percent of ali reported health and safety studies.

That these TSCA CBI claims are excessive is shown by the following exampiles:

L d

Data collected under TSCA's Preliminary Assessment Information Rule have at least 10 times as
many confidentiality claims, and probably more than 1,000 times as many claims as Toxics
Release Inventory Data submitted to the same EPA program under the Emergency Planning and
Community Right-to-Know Act (EPCRA) for a comparable set of information and reporting
entities.

For the limited number of submissions that EPA has had the resources to challenge, submitters
have seldom been able to substantiate their claims. (This includes nearly all the substantial risk
notices with chemical identity claims.)

Many of the claims clearly fall outside of what may be claimed as confidential under the explicit
provisions of TSCA (e.g- health and safety data submitted by industry). Examples include:

o Claiming chemical identity as CBl on a substantial risk notice, because of concern that
toxicity data might be "misinterpreted.”

o Claiming submitter identity and plant site information as confidential, although this
information was publicly available, to avoid embarrassment over inadequacies in a medical
surveillance program. :

~ When up-front substantiation requirements for CBI claims were dropped in 1982 for new

chemical premanufacture notifications, the percentage of submissions subject to such claims rose
noticeably.

A review of health and safety data on 20 chemicals that have been designated as an international
priority for evaluation and control indicated that EPA is holding as confidential five studies
submitted under Section 8(d).

Severul Stratepies are Available to Limit Excessive CBI Claims
EPA cannot prevent firms from making CB! claims under TSCA, and must go through a series of

~ labor-intensive steps to declassify any data that «t believes do not meet the statutory criteria for such

claims. Therefore, only Congressional action can truly solve the problem of excessive CBI under TSCA.
However, there are a limited number of adminsstrative actions that appear to be available to EPA 10
make TSCA data more available to the public.

iv
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Legislative Options

Congressional action will probably be required to modify TSCA before the information reported and
generated under the Act can serve more than its current limited regulatory uses to promote
environmental health. Congressional options include:

¢ An explicit legislative restriction on the classes of information that may legitimately be claimed
as CBI (e.g. prohibiting claims on specific data elements, such as the identity of chemicals for
which substantial risk notices are submitted, or on combinations of data elements, such as
claiming both the chemical and the submitter identity as CBI).

 Following the successful pattern for confidentiality claims demonstrated in Toxics Release
Inventory reporting under EPCRA:

requiring up-front substantiation of CBI claims;

mandating that claims be made by a senior corporate ofﬁcml

providing criminal and civil penalties for false claims of confidentiality;

lumtmg claims to a narrow range of data elements;

requiring that each submission covered by a CBI claim be made available to the public with
a generic name for each confidential element, so that users of TSCA data can know the
exact nature of data covered by CBI claims.

0O 0 0 0O

¢ An explicit authorization for EPA to share data with state governments, and 2 specification of
security requirements that would facilitate data-sharing with other federal agencies.

» Providing EPA with more specific guidance on appropriate provisions for the protection of CBI
(e.g. specifying sunset periods beyond which additional substantiation of CBI claims would be
required).

Options Available to EPA
EPA does have a number of alternatives available to it to limit inappropriate CBI claims, which
would supplement Congressional action. These actions by EPA would also have some salutary effects

even in the absence of Congressional action. These include:

s Attempting to develop class determinations defining circumstances when EPA considers CBI
tlaims to be invalid;

» Discussing (forcefully) the need to limit inappropriate CBI claims with industrial groups and
chief executive officers and secking voluntary changes from them;

« Continuing the current campaign to challenge those claims least likely 10 be sustainable, and, in
egregious cases of invalid claims, attempting to invoke 18 USC 1001 covering false claims to the

government;

« Making internal reforms, under the terms of the consent decrees currently in force, to decrease
the administrative burdens of TSCA CBI (several of these are being implemented).




Alternatives to Congressional Action

Should Congress decide not to amend the CBI provisions of TSCA, EPA does have some additional
alternatives to discourage inappropriate CBI claims. These might include:

- Publicly disclosing who is making what type of invalid claims (without divulging any confidential
specifics);

« Reporting aggregate statistics on information covered by CBI claims, so that at least generic
information on risks is available; "

» Requiring up-front substantiation for all TSCA CBI claims;

o Instituting procedures that would require re-substantiation of claims after the expiration of fixed
periods.
« Imposing fees for CBI claims.

Reform of TSCA CBI procedures, and the elimination of abuses, is possible to some extent without

Congressional intervention. However, Congressional action would greatly expedite such reform, and is
absolutely necessary to address centain issues, such as access to TSCA CBI by state governments and the

ability to prohibit certain classes of CBI claims.
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INTRODUCTION

As recently as fifteen years ago, the American public had virtually no information on the risks posed
by toxic chemicals in commerce, despite the fact that they were being exposed to these chemicals in the
workplace, at home, and outdoors. In addition, neither the scientific nor regulatory communities had the
information they needed to assess and control the risks posed by toxic chemicals. Indeed, information
was not even available on what, or how many, chemicals were in commercial use in the United States.
Adequate information to assess health risks was available for only a uny portion of the universe of
chemicals to which people might be cxposcd ‘

The: initial proposal for a Toxic Substances Control Act (TSCA) was developed in 1971 in the
context of a- senes of unforseen" dxsoovenw of ‘the toxic-potential of chemicals in-commercial.use. These
discoveries mcluded the mdesprcad contamination of fish with the heavy metal mercury, and the
identification of serious health risks-associated with contamination frompolychlorinated bxphenyls
(PCBs), which had been widely used in electrical equipment. . As the Administrator of the United States
Environmental Protection Agency (EPA) Russell Train, noted: L

Most Americans had no idea, until relatively recently, that they were living so dangerously. They
had' no idea that when thcy went to wark in the morming, or when they ate their breakfast--that
whcn thcy did things they had to do to earn a living and keep themselves alive and well--that
when they did things as ordinary, as innocent, and as essential as eat, drink, breathe, or touch,
they could, in fact, be laying their lives on the line. They had no idea that, without their
knowledge or consent, thcy were engaging in a gnm game of chemical roulette whose result they
would not lmow until many ycars later‘ ! :

During the six years of debate over the legislation before final enactment of TSCA, there was a
seemingly cndlss‘strcam of :cvclations ‘rcgarding chemical risks, including:

liver cancers in rubber.wo kcrs induced by viny! chloride;
contamination of Lake Supcnor and water supplies drawn from the lake with asbestos-like fibers;
plasnc:zers in blood, commg from plasuc blood bags, ‘
lybrommated blphcnyl 1(PBB) poisoning of cattle in Mnchlgan,
kepone poisoning of workers and the James River in Virginia;.
"Tris® cancer oonocms,‘ om lts use as a fire retardant in children’s sleepwear; and
stratosphcnc ozone dcpu uon‘ mduwd by chloroﬂuorocarbons and other chemicals.

TSCA was enacted in 1976, m:an effort to ldenufy the nsks posed by chemxcals in commercial use,
and to ensure that the risks of damagc to human health and the eavironment from the manufacture and
use of toxic chemicals would be minimized. - The Act gives EPA broad, authority to collect information
on chemicals from manufacturcrs, processors, and importers throughout the United States. It was hoped
that by making this mformau‘ vauablc to the pubhc, informed choices could be made by everyone
concerning chctmcals and the .. TSCA also gives EPA the potential to regulate any chemical at any
stage in its life cyde trom ? dcvelopmcnl mxough eommcrmhuuon. salc and use, to
disposal upon a ﬁndmg by th “““

One impetus for the. passagc of TSCA was 1o fill existing gaps in the fodcral government’s authority
to regulate risks from toxic chemicals. Eariier environmental laws had focused on particular
envxronmcntal medxa (au'. waler) or mdustnal and commercial practices (waste disposal). TSCA

! Legislative Hnstorv of the Toxic Substanca Control Act, US. Congras, November 15, 1976, at
p. 161.
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addressed the entire lifecycle of a chemical substance, from synthesis to disposal. However, rather than
simply filling regulatory gaps, most provisions._in the Act were intended 10 provide informanon needed (o
assess the risks of chemicals, and, thus, to forestall problems, rather than correct them. Reporting
provisions for existing and reasonably ascertainable information were broadened from the initial Nixon
Administration proposal, as were authorities to require testing to develop new data. Finally,
premanufacture notification requirements were added to the Act

The concern was clearly to provide the information needed to support sound regulation of toxic
chemicals, but even more so to provide perspectives on chemicals that would move the entire country
away from a reactive approach to unknown problems towards a fuller understanding of chemical health
and environmental risks. As stated in the Report of the House of Representatives, “the bill provides for
the collection of information regarding commercially produced chemicals so that the total exposure 10 a
chemical and its total effect on health and the environment can be monitored and evaluated.”? TSCA
was drafted obtain information needed on the effects of chemicals and on humar and environmental
exposures to chemicals. ?

TSCA and Right-to-Know .
Public access to the data collected and generated under TSCA was recognized as being essential to

the achicvement of the statute’s ambitious goals. For example, one of the major sponsors of the
legislation, Senator Hartke of Indiana stated,

I think the essential element of this législation is that it has attempted to provide for the
individual--not only who works, but for the rest of American society, the right to know what is
in store as far as the toxicity of chemicals is concerned.

The fact of it is that not only do workers not know and the general public not know, but in
many cases the manufacturers and distributors and business people do not know.?

An example of Congress’s recognition of the need for public access to data on toxic chemicals is its
decision to add Section 8(d) and related reporting provisions to TSCA. Congress decided to require that
health and safety information be reported by all companies under TSCA rules and 10 make all health
and safety studies publicly accessible. Thus, Section 8(d) offered the scientific community (and the
public) a window into a pool of unpublished health and safety studies that some have estimated to be
larger than the entire published literature. Other provisions of TSCA, such as Sections 8(a) and 8(e),
also require the reporting of data on the health and safety effects of chemicals.

Information_Gathering and Dissemination Provisions

TSCA contains broad reporting and information provisions. Under Section 8(a), the EPA
Administrator can require industry to report almost any existing or reasonably ascertainable (non-
financial) information about the chemicals its produces, processes, distributes, uses, or disposes. Such
information can be required about specific chemicals and uses or about broad classes of chemicals and

2 Legislative Histb_r_y of the Toxic Substances Control Act, U.S. Congress, November 15, 1976, at
p- 409.

3 Legislative History of the Toxic Substances Control Act, U.S. Congress, November 15, 1976, at
p- 218. 4
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uses. [n fact, such reporting rcquiremémé;‘)c?ﬁn' be“comsirtcied 1o enéompass any Iogxcal class of
chemicals, uses, or other groupings, exccp: the group "all new chemicals.”

Under Section 8(b), EPA was requlred—~~to exercise its reporting authorities 10 obtain.an inventory of
all exsting chemicals in commerce. EPA acted in 1977, and supplemented the inventory with reporting
on the site and amount of manufacture (or import). (The inventory is regularly updated and the
production information has been updated twice since.)

In addition to Section 8(d) authority, mandating that EPA collect unpublished health and safety
studies from industry, two other important authorities in Section 8 allow EPA to require reporting of
health and safety data. First, under Section 8(e), industry is required to report to EPA any additional
<data that “reasonably supports. the .conclusion that a substance presents a-substantial risk of injury to
health or the environment.® Under Section 8(c), EPA is to establish rules for industry to maintain and
report records of adverse reactions to health or the environment of its chemicals and of allegations of
such adverse reactions.

Fmauy TSCA grants EPA authority to require industry to generate any missing data that are needed
on new. chcmxmls (under Section 5) and existing chemicals (under Section 4 test rules). For new
chemicals, if EPA determines that a chemical may pose an unreasonable risk to human health or the
envifonment, it can require any studies necessary to make 2 risk determination. Under Section 4, EPA
can develop rules that require any testing that may be needed to dcvclop information on chcmxmls
already in commerce. ‘

TSCA's information-gathering tools cover the entire universe of old and new chemicals, and the
entire range of uses of any chemical, unless the chemical is already regulated as a pesticide, food or food
additive, or drug. These tools cover all stages in the commercial flow of such chemicals, from
production, processing, distribution, and use, to treatment and disposal. They embrace information on
production, use, exposure, and environmental release, as well as health and environmental effects. In
fact, TSCA covers virtually any type of information about chemicals in commerce and thcnr effecxs

By collecung information under TSCA, EPA can better set priorities for its regulatory and

_ enforcement activities under all its statutes. By making such information publicly available, as reqwred
by the Act, EPA provides producers and users (both commercial and private) with the ability to make
better decisions regarding chemicals, and requires producers to be publicly accountable for their actions.
As has been illustrated by the impact of the Emergency Planning and Community Right to Know Act of
1986 (EPCRA) on corporate practices, such publicly available information may be a far more powerful
influence on environmental quality than direct EPA reguiation.

Unique Aspects of TSCA Data

TSCA is not the only, nor even the major source of information on toxic substances. Thousands of
trade publications and the huge body of scientific literature contain much information about toxic
substances. However, there are two aspects of the TSCA data are both important and unique.

First, significant amounts of TSCA data are unavailable anywhere else. Under TSCA, EPA can
requirc companies to submit information on their production, distribution, uses, and disposal of
chemicals, as well as information relating to their possible health or environmental effects. An
important portion of the information that companies have on their chemicals has not been published.
Therefore, TSCA is receiving data not available anywhere outside of the companies submitting them. In
addition, if such data do not exist, but EPA finds that the chemical may pose an unreasonable risk or
that the chemical has large production and has significant or substantial exposure, then the Agency may
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require companies to generate such data. Thus, TSCA information-gathering authorities can and do {ill
key gaps in information about chemicals. For example, for hundreds of chemicals designated as high
priority for testing by the Interagency Testing Committee, TSCA has been used by EPA first 10 obtain
all unpublished health and safety data and then to have industry conduct tests to fill key gaps in these
data.

Second, TSCA provides the only comprehensive view available of what is known (and not known) about
the commercial flow andfor environmental effects of commercial chemicals. For example, nowhere else is
there a complete overview of what chemicals are being produced, in what quantities, and where.
Nowhere else are there complete compilations of the existing health and safety data on important
environmental chemicals, including large databases containing unpublished data. Nowhere else is there a
complete overview of what new chemicals have been developed and introduced into commerce in the
U.S. And, nowhere else is there a complete overview of the commercial uses of chemicals that pose

high risks, such as lead and -asbestos.

As a result of these information-gathering provisions, OPPT has an absolutely unique overview on
chemicals. For example, it has no equal in knowledge of the chemical features that give rise to health
and environmental concerns from having collected and reviewed thousands of published and unpublished
health and safety studies on chemicals with' similar structural features. This is information of value not
only to EPA in its oversight of new chemical development, but also to research scientists in their efforts
to understand ‘mechanisms of toxicity and drug action and to industry in its efforts to design and develop
safer chemicals.

Confidential Business Information

Manufacturers, processors, and users of chemicals protect many trade secrets from disclosure 10 one
another. Such trade secrets may involve for example: the nature of their research programs and
marketing plans, the specific formulation of their products, the details of their process steps, or the
economics of their operations. Disclosure of such trade secrets may allow domestic and foreign
competitors to avoid the time and expense to independently develop such information, and, thus, can
result in such competitors’ obtaining an unfair competitive advantage cver the company whose secrets
have been disclosed. e

Recognizing the legitimate concerns of companies over unnecessary disclosure of such trade secrets,
TSCA contains provisions limiting disclosure of confidential business information. However, given
TSCA's overall thrust of improving the public’s access to information, such provisions place narrow
limitations on what information is to be publicly withheld. In particular, Section 14(a) of TSCA mirrors
the provisions of the Freedom of Information: Act (FOLA), which allow "any information” submitted or
obtained under TSCA to be claimed as confidential, but limit what may be held confidential to data
needed to protect “trade secrets or financial information.”

Moreover, under Section 14(b), the range of submitted data from health and safety studies that can
be protected as CBI is far more limited. Even information that would normally be protected from
disclosure under FOIA may be disclosed under this provision of TSCA. Only data that disclose
*processes used in the manufacturing or processing of a chemical substance or mixture or, in the case of
a mixture, ... any data which discloses the portion of the mixture comprised by any of the chemical
substances in the mixture® is prohibited from release. '

That Congress did not intend for these limitations to restrict information necessary to protect public

health and safety is demonstrated by the fact that Section 14(a) also contains a provision for disclosure
of information that would otherwise be entitled to protection as TSCA CBI under several sets of
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conditions. CBI may be disclosed if doing so is necessary to prevent unreasonable risk. Officers and
employees of the United States and contractors may review confidential information if it is necessary 10
perform their duties in protecting health and the environment or for specific law enforcement purposes
(for example, if worker exposures are possible, officials of the Occupational Safety and Health
Administration (OSHA) are entitled to review TSCA CBI, in order to carry out their duties under the
Occupational Safety and Health Act). Disclosure is also allowed when relevant to a proceeding under
TSCA, although all efforts must be made to preserve the confidentiality of substantiated CBI to the
exteat practicable. In addmon, Congrcssxonal committees may review confidential information obtained
under TSCA upon written request by the committee secking information. |

Purpose and Scope of _This Report

- This report examines whether the CBI provisions of TSCA, either as explicitly mandated by the
statute or as put into practice by EPA, have had a deleterious effect on the implementation and impact
of the law. It considers procedures for claiming CBI and the number and nature of CBI claims that
have been made regarding information submitted to EPA under TSCA. Subsequent sections examine the
validity of the claims that have been made, the impacts of CBI claims on the utility of TSCA
information for EPA and the public, and the advantages and disadvantages associated with some
proposed alterations of TSCA CBI procedures.

This. assessment of TSCA CBI is based upon a review of the legislative history and other legal and
historical documents to identify the statutory, regulatory, and case-law constraints on confidential claims
under TSCA. Statistical analyses of TSCA data contained in EPA databases were performed to quantify
and document the scope of CBI claims through FY 1990. As a final component of the assessment,
interviews were conducted with EPA staff and outside parties interested in data submitted under TSCA,
t0 ascertain the extent of the problem caused by claims of confidentiality. These interviews also sought
opinions on the utility of various potenual modifications of EPA confidentiality prowdura
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CLAIMING CONFIDENTIAL BUSINESS INFORMATION

Claiming information as confidential is a simple procedure under TSCA. Information submitted is
claimed as confidential business information by marking the specific information with a label such as
"confideatial,” “proprietary,” or "trade secret." Under some sections of TSCA, EPA has provided for
information to be claimed as confidential by simply checking a box on the appropriate form (eg. new
chemicals under Section 5). Under other sections, written substantiation of the confidentiality of the
claim is required. For example, claims associated with Inventory reporting require detailed answers for a
list of questions specified under 40 CFR 710.7(a) and (b).

Fort.several -types .of submissions (including Premanufacture Notices, health and safety studies, and
records of significant-adverse reactions), the regulations issued under TSCA specify that two copics of
the information are submitted. The first copy must contain all the information required for reporting.
This copy of the submission is used internally by EPA.- The second copy (also known as the "sanitized
version") must contain only information not claimed as CBI and is placed in an open file available to the
public. These sanitized copies of submissions frequently do not indicate either the nature or amount of
CBI information- from the original submission that has been omitted. If the submitter fails to supply a
sanitized copy, EPA notifies the submitter who then has either 15 or 30 working days (depending on the
applicable section of TSCA) to submit the second copy. If EPA does not receive this second copy, the
confidentiality claim is waived and the information is placed in the open file.

There are no penalties under TSCA for false claims of confidentiality. In stark contrast, the
penalties applicable to EPA staff or contractors who reveal CBI (even if the CBI claim is frivolous) can

be substantial

Because the information submitted to EPA under various sections of TSCA differs, the nature of the
information likely to be claimed as CBI, and the presumptions regarding CBI, differ somewhat in the
programs corresponding to these sections of the Act. The section below analyzes CBI claims that are
clearly important from a health and safety point of view. :
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THE LARGE AND INCREASING:,.YQLUM,E‘;?‘QF‘ CBI CLAIMS FROM 1977 to 1990

Since FY 1982, there has been a massive increase in the number of CBI claims affecting information
submitted to the EPA under TSCA. In part, this reflects a nearly exponential increase in the number of
documents submitted 10 EPA under the statute. However, the increase in the number of CBI claims
also reflects changes in CBI claim patterns from the early years of TSCA to more recent times. This
increase in CBI claims affects many types of submissions, including Premanufacture Notices submitted
pursuant to Section 5, substantial risk notices submitted pursuant to Section 8(e), health and safety
studies submitted under Section 8(d), and so forth.

Reports from databases maintained by EPA's Office of Pollution Prevention and Toxics (OPPT),
which administers TSCA, were used to track the number and nature of CBI claims over the last 14 years.
These non-CBI reports presented counts of the numbers of each type-of-document submitied in-any
fiscal year, the numbers of each containing any CBI clauns. and the numbers containing CBI claims for
each of several key data fields (e.g chemical identity, submitter identity, use, etc.). Most of the relevant
data are contained in the Document and Personnel Security System (DAPSS), although data on PMN
submissions were obtained from the. PENTA database. Data from FY 1977 through FY 1990 were
analyzed.* Subxmssxons for each class of documents are described below. v

It is 1mponant to note that mcrcass in the propomon of CBI claims for any submission type
suggest an mcreasc in the numbcr of unnewssaxy, and therefore invalid, claims. There is no reason to
- expect, a pnorz ‘that submmcrs need to protect truly confidential information has increased over the
past, 14 years; one. would expect ‘the propomon of data subject to legitimate confidentiality concerns to
ﬂucxuate somcwhat, but not;to markedly increase of decrease. If the proportion of submissions with CBI
claims. increases, the most probable acplanauon is that information of a type and level of sensitivity that
was not prcvxously clalmed as CBI is bcmg so clalmed ‘

The New Chemicals Program (Section S)

Section 5(a)(1) of TSCA establishes the Pre-Manufacture Notification (PMN) program which
requires manufacturers or importers to provide 90-day notification prior to introducing a new chemical
into commerce. A *new” chemical is defined as a commercial chemical not listed on the TSCA
Inventory. Manufacturers are required to submit available risk-related data including results of reievant
health and safety studies, projected production or import volumes, exposure estimates, and intended
methods of disposal. (See Appendix A for a copy of the PMN form.) Based on the information
provided in the PMN, EPA must assess the risks to ascertain if the chemical may or will pose an
unreasonable risk to human health or the environment.

When EPA receives the PMN, a number is assigned and a notice is sent to the submitter identifying
the PMN number and the date on which the review period begins (40 CFR 720.65). The standard
review period is 90 days. The procedures for claiming any reported information as confidential are
consistent with the general procedure. Claims of confidentiality for the chemical identity apply only to

¢ OPPT also has complete data for FY 1991, but these have not been included in our analysis. In
1991, EPA’s Confidential Systems Section phased out the use of DAPSS, replacing it with the
Confidential Business Information Tracking System (CBITS). Because data for 1991 are contained
in two separate systems, and the degree of overlap between the systems is unclear, it would be
impossible to analyze these data without individually examining each record for FY 1991 in each
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the period prior to commencement of manufacture or import for commercial purposes (40 CFR
720.85(a)).

If the chemical identity of the new chemical substance is claimed as confidential, the submitter must
provide a generic name at the time of the claim. Once a generic name is accepted by EPA and the
submitter, it is published in the Federal Register.

Exemptions to the PMN process are made for polymers (40 CFR 723.250) chemicals developed
solely for use in research and development (40 CFR 720.36), chemicals distributed solely for test market
purposes (40 CFR 720.38), and chemicals produced in low volumes (less than 1,000 kilograms per year
(40 CFR 723.50). A company may also be exempt from reporting if the new chemical is identical 1o one

- listed with 'EPA under a generic chemical name."EPA will reveal that the chemical is already on the

inventory list once the company establishes that it has a bona fide intent to manufacture the chemical.
(Additional information on the new chemicals program is included in Appendix B.)

A company must send a Notice of Commencement of Manufacture to EPA no later than 30 days
after it begins manufacturing or importing the chemical substance for commercial purposes. This notice
reports such information as the chemical identity, pre-manufacture notice number, and the date when
manufacture or import started. If the submitter would like to maintain the chemical identity as
confidential, he or she must reassert and substantiate the claim, or clse the chemical identity is placed
on the public inventory without notice (40 CFR 720.102(c)). A submitter may not claim the chemical
identity confidential after manufacture or import uniess a claim of confidentiality was made prior to
manufacture or import (40 CFR 720.85 (b)(1)). Although the statute is not explicit on other claims, it
is EPA practice t0 maintain any other information claimed in the PMN as CBI after the Notice of
Commencement has been received by EPA, without requiring further substantiation.

PMN Submissions

As can be seen from Figure 1, the number of PMN submissions to OPPT has increased substantially
over the past decade, from 35S submissions in 1979 (the first year in which any were reported) to a
maximum of 2,645 in 1988 (the drop in FY 1989 to 1150 submissions presumably reflects EPA’s
imposition of a processing fee, with submissions that might have been expected in 1989 being made in
1988 10 avoid the fee).

In FY 1983, the absolute number of PMN submissions nearly doubled from the preceding year (from
709 to 1,342). At this time, there also appears to be a significant increase in the proportion of PMN
submissions affected by CBI claims, relative to the preceding three years (from 70% to 79%). Definitive
data are not available for overall CBI claim rates, but claims on chemical identity increase from 70% to
79%, and this higher claim rate is maintained in subsequent years. Similar, but smaller, increases in CBI
claim rates are seen for use, process, plant site, and chemical property data. One explanation for these
changes can be found in the procedures specified by EPA for asserting CBI claims. Prior to FY 1983,
EPA had an “interim® policy that CBI claims be substantiated at the time they were asserted (“up-front®
substantiation). This policy was discontinued in a notice published toward the end of FY 1982 (47 FR
28969, 7/2/82) (confirmed in the Final Rule publshed during FY 1983; 48 FR 21722, 5/13/83).

Polymer, Low Volume, and Test Market Exemption Submissions
EPA has separately tracked Polymer and Low Volume Exemption Submissions since FY 1985.

These chemicals are presumed to be associated with a lower probability of posing substantial risks, in
that: polymers tend t0 be chemically non-reactive, while chemicals produced in low volumes should have

8
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uses. In fact, such reporting requirements éan‘te cofistriicted to'éncompass any logical class of
chemicals, uses, or other groupings, except the group "all new chemicals.”

Under Section 8(b), EPA was required to exercise its reporting authorities to obtain an inventory of
all existing chemicals in commerce. EPA acted in 1977, and supplemented the inventory with reporting
on the site and amount of manufacture (or import). (The inventory is regularly updated and the
production information has been updated twice since.)

In addition to Section 8(d) authority, mandating that EPA collect unpublished health and safety
studies from industry, two other important authorities in Section 8 allow EPA to require reporting of
health and safety'data. First, under Section 8(e), industry is required to report to EPA any additional
data -that ‘reasonably supports. the.conclusion .that 2 substance preseats a-substantial risk of injury to
health or the environment.® Under Section 8(c), EPA is to establish rules for industry to maintain and
report records of adverse reactions to health or the environment of its chemicals and of allegauons of
such adverse reactions.

Finally, TSCA grants EPA authority to require industry to generate any missing data that are needed
on new chemicals (under Section 5) and existing chemicals (under Section 4 test rules). For new
chemicals, if EPA determines that a chemical may pose an unreasonable risk to human health or the
environment, it.can require any studies necessary to make a risk determination. Under Section 4, EPA
can develop rules that require any testing that may be needed to develop information on chemicals
- already in commerce.

TSCA'’s information-gathering tools cover the entire universe of old and new chemicals, and the
entire range of uses of any chemical, unless the chemical is already regulated as a pesticide, food or food
additive, or drug. These tools cover all stages in the commercial flow of such chemicals, from
production, processing, distribution, and use, to treatment and disposal. They embrace information on
production, use, exposure, and environmental release, as well as health and environmental effects. In
fact, TSCA covers virtually any type of information about chemicals in commerce and their effects.

By collecnng information under TSCA, EPA can better set pnonus for its regulatory and
enforcement activities under all its statutes. By making such information publicly available, as required
by the Act, EPA provides producers and users (both commercial and private) with the abxlnty 10 make
better decisions regarding chemicals, and requires producers to be publicly accountable’ for thclr actions.
As has been illustrated by the impact of the Emergency Planning and Community Rxght to' Know Act of
1986 (EPCRA) on corporate practices, such publicly available information may be a far more powerful
influence on envu’onmental quality than direct EPA regulation.

Unique Aspects of TSCA Data

TSCA is not the only, nor even the major source of information on toxic substances. Thousands of
trade publications and the huge body of scientific literature contain much information about toxic
substances. However, there are two aspects of the TSCA data are both important and unique.

First, significant amounts of TSCA data are unavailable anywhere else. Under TSCA, EPA can
require companies t0 submit information on their production, distribution, uses, and disposal of
chemicals, as well as information relating to their possnble health or environmental effects. An
important portion of the information that companies have on their chemicals has not been published.
Therefore, TSCA is receiving data not available anywhere outside of the companies submitting them. In
addition, if such data do not exist, but EPA finds that the chemical may pose an unreasonable risk or
that the chenuml has large production and has significant or substantial cxposurc then the Agency may
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require companies to generate such data. Thus, TSCA information-gathering authorities can and do {ill
key gaps in information about chemicals. For example, for hundreds of chemicals designated as high
priority for testing by the Interagency Testing Commitiee, TSCA has been used by EPA first 1o obtain
all unpublished health and safety data and then to have industry conduct tests to fill key gaps in these
data.

- Second, TSCA provides the only comprehensive view available of what is known (and not known) about
the commercial flow andfor environmental effects of commercial chemicals. For example, nowhere else is
there a complete overview of what chemicals are being produced, in what quantities, and where.
Nowhere else are there complete compilations of the existing health and safety data on important
environmental chemicals, including large databases containing unpublished data. Nowhere else is there a
complete overview of what new chemicals have been developed and introduced into commerce in the
U.S. And, nowhere else is there a complete overview of the commercial uses of chemicals that pose
high risks, such as lead and -asbestos.

As a result of these information-gathering provisions, OPPT has an absolutely unique overview on
chemicals. For example, it has no equal in knowledge of the chemical features that give rise to health
and environmental concerns from having collected and reviewed thousands of published and unpublished
health and safety studies on chemicals with similar structural features. This is information of value not
only to EPA in its oversight of new chemical development, but also to research scientists in their efforts
to understand mechanisms of toxicity and drug action and to industry in its efforts to design and develop
safer chemicals.

Confidential Business Information

Manufacturers, processors, and users of chemicals protect many trade secrets from disclosure 10 one
another. Such trade secrets may involve for example: the nature of their research programs and
marketing plans, the specific formulation of their products, the details of their process steps, or the
economics of their operations. Disclosure of such trade secrets may allow domestic and foreign
competitors 1o avoid the time and expense to independently develop such information, and, thus, can
result in such competitors’ obtaining an unfair competitive advantage over the company whose secrets
have been disclosed. -

Recognizing the legitimate concerns of companies over unnecessary disclosure of such trade secrets,
TSCA contains provisions limiting disclosure of confidential business information. However, given
TSCA'’s overall thrust of improving the public's access to information, such provisions place narrow
limitations on what information is to be publicly withheld. In particular, Section 14(a) of TSCA mirrors
the provisions of the Freedom of Information Act (FOlA), which allow "any information” submitted or
obtained under TSCA to be claimed as confidential, but limit what may be held confidential to data
needed to protect “trade secrets or financial information.”

Moreover, under Section 14(b), the range of submitted data from health and safety studies that can
be protected as CBI is far more limited. Even information that would normally be protected from
disclosure under FOIA may be disclosed under this provision of TSCA. Only data that disclose
*processes used in the manufacturing or processing of a chemical substance or mixture or, in the case of
a mixture, ... any data which discloses the portion of the mixture comprised by any of the chemical
substances in the mixture" is prohibited from release. '

That Congress did not intend for these limitations to restrict information necessary to protect public

health and safety is demonstrated by the fact that Section 14(a) also contains a provision for disclosure
of information that would otherwise be entitled to protection as TSCA CBI under several sets of
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_ conditions. CBI may be disclosed if doing so is necessary 10 prevent unreasonable risk. Officers and
employees of the United States and contractors may review confidential information if it is necessary to
perform their duties in protecting health and the environment or for specific law enforcement purposes
(for example, if worker exposures are possible, officials of the Occupational Safety and Health
Administration (OSHA) are entitled to review TSCA CBI, in order to carry out their duties under the
Occupational Safety and Health Act). Disclosure is also allowed when relevant to a proceeding under
TSCA, although all efforts must be made to preserve the confidentiality of substantiated CBI to the
extent practicable. In addition, Congressional committees may review confidential information obtained
under TSCA upon written request by the committee seckmg information.

. Purpose and Scope of This Report

This report examines whether the CBI provisions of TSCA, either as explicitly mandated by the
statute or as put into practice by EPA, have had a deleterious effect on the implementation and impact
of the law. It considers procedures for claiming CBI and the number and nature of CBI claims that
have been made regarding information submitted to EPA under TSCA. Subsequent sections examine the
validity of the claims that have been made, the impacts of CBI claims on the utility of TSCA
information for EPA and the public, and the advantages and disadvantages associated with some
proposed alterations of TSCA CBI procedures.

This assessment of TSCA CBI is based upon a review of the legislative history and other legal and
historical documents to identify the statutory, regulatory, and case-law constraints on confidential claims
under TSCA. Statistical analyses of TSCA data contained. in EPA databases were performed to quantify
and document the scope of CBI claims through FY 1990. As a final component of the assessment,
interviews were conducted with EPA staff and outside, parties interested in data submitted under TSCA,
10 ascertain the extent of the problem caused by claims of confidentiality. These interviews also sought
opinions on the uuhty of vanous potcnual modxﬁcauons of EPA conﬁdentxaluy procedur&s
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CLAIMING CONFIDENTIAL BUSINESS INFORMATION

Claiming information as confidential is a simple procedure under TSCA. Information submitted is
claimed as confidential business information by marking the specific information with a label such as
"confidential,” "proprietary,” or “trade secret." Under some sections of TSCA, EPA has provided for
information to be claimed as confidential by simply checking a box on the appropriate form (eg. new
chemicals under Section 5). Under other sections, written substantiation of the confidentiality of the
claim is required. For example, claims associated with Inventory reporting require detailed answers for a
list of questions specified under 40 CFR 710.7(a) and (b).

For.several -types .of submissions (including Premanufacture Notices, health and safety studies, and
records of significant adverse reactions), the regulations issued under TSCA specify that two copiés of
the information are submitted. The first copy must contain all the information required for reporting.
This copy of the submission is used internally by EPA. - The second copy (also known as the “sanitized
version®) must contain only information not claimed as CBI and is placed in an open file available to the
public. These sanitized copies of submissions frequently do not indicate either the nature or amount of
CBI information from the original submission that has been omitted. If the submitter fails to supply a
sanitized copy, EPA notifies the submitter who then has either 15 or 30 working days (depending on the
applicable section of TSCA) to submit the second copy. If EPA does not receive this second copy, the
coafidentiality claim is waived and the information is placed in the open file.

There are no penalties under TSCA for false claims of confidentiality. In stark contrast, the
penalties applicable to EPA staff or contractors who reveal CBI (even if the CBI claim is frivolous) can
be substantial

Because the information submitted to EPA under various sections of TSCA differs, the nature of the
information likely to be claimed as CBI, and the presumptions regarding CBI, differ somewhat in the
programs corresponding to these sections of the Act. The section below analyzes CBI claims that are
clearly important from a health and safety point of view. :
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THE LARGE AND INCREASING VOLUMEOF CBI CLAIMS FROM 1977 to 1990

Since FY 1982, there has been a massive increase in the number of CBI claims affecting information
submitted to the EPA under TSCA. In par, this reflects a nearly exponential increase in the number of
documents submitted to EPA under the statute. However, the increase in the number of CBI claims
also reflects changes in CBI claim patterns from the early years of TSCA to 'more recent times. This
increase in CBI claims affects many types of submissions, including Premanufacture Notices submitted
pursuant to Section 5, substantial risk notices submitted pursuant to Section 8(e), health and safety
studies submitted under Section 8(d), and so forth.

Reports from databases maintained by EPA’s Office of Pollution Prevention and Toxics (OPPT),
which administers TSCA, were used to track the number and nature of CBI claims over the last 14 years.
These. non-CBI reports presented counts of the numbers of each type-of document submitted in-any
fiscal year, the numbers of each containing any CBI claims, and the numbers containing CBI claims for
each of several key data fields (e.g. chemical identity, submitter identity, use, etc.). Most of the relevant
data are contained in the Document and Personnel Security System (DAPSS), although data on PMN -
submissions were obtained from the PENTA database. Data from FY 1977 through FY 1990 were
analyzcd.‘ Subxmssxons for each class of documcms are described below.

It is important to note that increases in| thc propomon of CBI claims for any submission type
suggest an increase in. thc number of unnecessary, and therefore invalid, claims. There is no reason to
expect, a priori, that submmezs nced to protect truly conﬁdcnual information has increased over the
past 14 years; one. would expect the proportion of data, subject to legitimate confidentiality concerns to
fluctuate somewhat, but not to markedly increase or decrease. ' If the proportion of submissions with CBI
claims increases, the: most probable explanauon is that mformauon of a type and level of sensmvuy that
was not previously claxmed as CBl is bcmg so claxmed

The New Chemicals Program (Section S)

Section 5(a)(1) of TSCA establishes the Pre-Manufacture Notification (PMN) program which
requires manufacturers or importers to provide 90-day notification prior to introducing a new chemical
into commerce. A “new” chemical is defined as a commercial chemical not listed on the TSCA
Inventory. Manufacturers are required to submit available risk-related data including results of relevant
health and safety studies, projected production or import volumes, exposure estimates, and intended
methods of disposal. (See Appendix A for a copy of the PMN form.) Based on the information
provided in the PMN, EPA must assess the risks to ascertain if the chemical may or will pose an
unreasonable risk to human health or the environment.

When EPA receives the PMN, a number is assigned and a notice is sent to the submitter identifying
the PMN number and the date on which the review period begins (40 CFR 720.65). The standard
review period is 90 days. The procedures for claiming any reported information as confidential are
consistent with the general procedure. Claims of confidentiality for the chemical identity apply only to

¢ OPPT also has compiete data for FY 1991, but these have not been included in our analysis. In
1991, EPA’s Confidential Systems Section phased out the use of DAPSS, replacing it with the
Confidential Business Information Tracking System (CBITS). Because data for 1991 are contained
in two separate systems, and the degree of overlap between the systems is unclear, it would be
impossibie to analyze these data without individually examining each record for FY 1991 in each

system.
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the period prior to commencement of manufacture or xmpon for commercial purposes (40 CFR
720.85(a)).

If the chemical identity of the new chemical substance is claimed as confidential, the submitter must
provide a generic name at the time of the claim. Once a generic name is accepted by EPA and the
submitter, it is published in the Federal Register.

Exemptions to the PMN process are made for polymers (40 CFR 723.250) chemicals developed
solely for use in research and development (40 CFR 720.36), chemicals distributed solely for test market
purposes (40 CFR 72038), and chemicals produced in low volumes (less than 1,000 kilograms per year
(40 CFR 723.50). A company may also be exempt from reporting if the new chemical is identical to one
listed with EPA under a generic chemical name.”"EPA will reveal that the chemical is already on the
inventory list once the company establishes that it has a bona fide intent to manufacture the chemical.
(Additional information on the new chemicals program is included in Appendix B.)

A company must send a Notice of Commencement of Manufacture to EPA no later than 30 days
after it begins manufacturing or importing the chemical substance for commercial purposes. This notice
reports such information as the chemical identity, pre-manufacture notice number, and the date when
manufacture or import started. If the submitter would like to maintain the chemical identity as
confidential, he or she must reassert and substantiate the claim, or else the chemical identity is placed -
on the public inventory without notice (40 CFR 720.102(c)). A submitter may not claim the chemical
identity confidential after manufacture or import unless a claim of confidentiality was made prior to
manufacture or import (40 CFR 720.85 (b)(1)). Although the statute is not explicit on other claims, it
is EPA practice to maintain any other information claimed in the PMN as CBI after the Notice of
Commencement has been received by EPA, without requiring further substantiation.

PMN Submissions

As can be seen from Figure 1, the number of PMN submissions to OPPT has increased substantially
over the past decade, from 35 submissions in 1979 (the first year in which any were reported) to a

" maximum of 2,645 in 1988 (the drop in FY 1989 to 1150 submissions presumably reflects EPA’s

imposition of a processing fee, with submissions that might have been expected in 1989 being made in
1988 to avoid the fee).

In FY 1983, the absolute number of PMN submissions nearly doubled from the preceding year (from
709 to 1,342). At this time, there also appears to be a significant increase in the proportion of PMN
submissions affected by CBI claims, relative to the preceding three years (from 70% to 79%). Definitive
data are not available for overall CBI claim rates, but claims on chemical identity increase from 70% to
79%, and this higher claim rate is maintained in subsequent years. Similar, but smaller, increases in CBI
claim rates are seen for use, process, plant site, and chemical property data. One explanation for these
changes can be found in the procedures specified by EPA for asserting CBI claims. Prior to FY 1983,
EPA had an ‘interim® policy that CBI claims be substantiated at the time they were asscrted ("up-front®
substantiation). This policy was discontinued in a notice published toward the end of FY 1982 (47 FR
28969, 7/2/82) (confirmed in the Final Rule published during FY 1983; 48 FR 21722, 5/13/83).

Polymer, Low Volume, and Test Market Exemption Submissions
EPA has separately tracked Polymer and Low Volume Exemption Submissions since FY 1985.

These chemicals are presumed to be associated with a lower probability of posing substantial risks, in
that. polymers tend to be chemically non-reactive, while chemicals produced in low volumes should have
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correspondingly low exposure potential. As illustrated in Figure 3 (Polymer) and Figure 4 (Low
Volume), a substantial number of each type of submission has been received, an average of 260 polvmer
submissions per year (maximum of 360), and an average of 297 Low Volume submissions per year
(maximum of 592). While the rate of Polymer submissions is relatively steady, Low Volume exemption
applications increased significantly in FY 1990.

As is also evident from Figures 3 and 4, both classes of submission are almost uniformly covered by
CBI claims (95 percent or more of Polymer submissions and between 78 percent and 93 percent of Low
Volume submissions). For Polymer submissions, CBI claims relate mostly to chemical identity, with
roughly half the submissions claiming submitter identity, and half claiming use information, with lower
claim proportions for other key data fields. For Low Volume submissions, approximately three quarters
of the submissions claim-chemical identity-as ‘CBI, with claim fa‘lCS"fOf -other-key- dam elements similar 1o
those for Polymer submissions.

Test Market Exemption submissions do not follow the general pattern of a consistent increase in
submissions, but rather show a peak in 1983 (169 submitted) and 1984 (168 submitted); the proportion
covered by CBI claims is consistent, and high (greater than 90 percent for all years except | FY 1985).
None of the individual key data elements alone accounts for this high rate. Chemical xdemny, submitter
identity, and use information are claimed on more than S0 percent of the forms for most reporting years.

Bona Fide Submissions

If, on the basis of a generic chemical name on the TSCA inventory, a submitter who would -
otherwise have to submit a PMN believes that a chemical it intends to manufacture or import may
already be in commercial use, it submits to the EPA a declaration that it has a bona fide intent 0
manufacture or import the chemical. On the basis of this submission, the EPA is able to divuige
whether or not the subject chemical is or is not on the inventory.’

A moderate number of bona fide submissions were received by EPA between FY 1979 and FY 1982
(Figure 5). There was a substantial increase in these submissions in FY 1983 and FY 1984, with some
decline thereafter. Nearly all of the bona fide submissions are affected by CBI claims, although the
proportion so affected has declined since 1985.

Substantial Risk Information; Health and Safety Data (Section 8)

As noted above, Section 8 of TSCA provides EPA with a variety of mechanisms to obtain
information on the potential health and environmental risks associated with chemicals once they have
entered into commercial use. Beyond the basic commercial information contained in the chemical
inventory mandated by Section 8(b), EPA is provided with mandatory reporting of information indicating
substantial risks (Section 8(¢)), the ability to require submission of any health and safety data (Section
8(d)) or reports of significant adverse reactions (Section 8(c)) that must be maintained by a
manufacturer or importer, and the ability to promuigate additional rules that require recordkeeping

S This represents an interesting approach to the protection of business-related information, in that
knowledge regarding the identity of a chemical that has been claimed as confidential by the current
manufacturer or importer is made available only to that company’s direct competitors (those
proposing to manufacture or import the same chemical). All that is reported is the fact that the
chemical is in commerce.

00023




and/or reporting by manufac s and importers (Section 8(a)). Additional information on the
provisions of Section 8 are pr..ided in Appendix C.

8(e) and FYI Submissions

Under Section 8(e) of TSCA, manufacturers, distributors, and processors must notify EPA
immediately if they obuain information indicating that a chemical presents "a substantial risk of injury 10
health or the environment.” As discussed in a subsequent section, legal analysts at EPA have taken the
position that "health and safety data®, as specified in the statute, are not limited to the health and safety
studies covered by Section 8(d). Data reported under Section 8(e) also meet the definition of a health
and safety study under-the-Act;-and are -therefore-subject-to the-limited CBIl-protection .of Section .14(b).
However, to date EPA has dealt with CBI claims on such submissions according to the general
procedure, following Section 14(a).

In addition to the 8(e) notices specified in the Act, EPA receives a significant number of similar
submissions, termed "FYI* (For Your Information) notices. These notices represent cases in which the
submitter asserts that the information reported is not subject 10 mandatory rcpomng under Section 8(e),
but is reported voluntarily. It could be argued that the information reported in FYI notices would more
properly be incorporated into 8(e) notices; this is a matter of judgement that EPA has left to the
discretion of submitters. From the point of view of CBI claims, they can be treated similarly.

A key fact to remember in reviewing CBI claims for 8(e) and FYI notices is that unlike notices -
received under the new chemicals program, for which one can not a priori assume that a chemical poses
any risk at all, 8(¢) notices by definition deal with substantial risks, and FYI notices with risks of
sufficient magnitude that thc submitter believes EPA shouild be apprised of them.

The number of 8(e) notices received by EPA to date has been far lower than the number of notices
under the new chemicals program, with fewer than 150 such submissions in any year prior to FY 1990.
Relatively few such submissions were received by EPA between 1977 and 1982 (an average of 15 per
year), with the number of submissions per year jumping up to a higher level for 1983-1986 (average of
126 per year), decreasing from 1987-1989 (64 per year), and increasing considerably in 1990 (256
submissions) (Figure 6).

However, the low numbers of 8(e) submissions received to date may not accurately reflect a lack of
information indicating substantial risks associated with chemicals in commerce. EPA has taken the
position that many submissions that should have been made under Section 8(e¢) were not, in fact, made.
The Agency recently instituted a penalty cap program to encourage submissions of these “missing” 8(c)
notices. The announcement of this program may account for the substantial increase in 8(¢) submissions
seen in FY 1990; EPA expects a significantly increased number of 8(¢) submissions in the near future;
OPPT discussions with industry have indicated that as many as several thousand may be received.

One would expect, in view of the explicit limitations on CBI claims for health and safety data
contained in Section 14(b), that the proportion of 8(¢) notices affected by CBI claims would be far less
than that for new chemical submissions. The proportion of 8(e) submissions containing any CBI claims
is, in fact, much lower than that seen in the new chemicals program, with the proportion of CBI ciaims
decreasing in 1983, when the absolute number of submissions first increases substantially. Of the
submissions since 1983, fewer than 50 percent contain any CBI, in contrast to the greater than 90
percent claim rate for PMNs. A S0 percent incidence of CBI claims, however, is still substantial,
particularly in view of the fact that these submissions deal with chemicals that have been judged to
potentially present a2 substantial risk of harm to human health or the environment, and the fact that the
burden of substantiation for CBI claims on such submissions was intended by Congress to be greater
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than for other submissions. As Figure 7 ill ."a substantial number of the CBI claims associated -
with 8(¢) notices concern chemical identity; moreover, the assertion of CBI claims regarding chemical
identity in 8(e) notices appears to increase from FY 1985 onward. As is discussed in greater detail
below, the inability of potentially exposed persons to determine the identity of chemicals that pose
substantial risks severely restricts their ability to take actions 10 protect themselves from those risks. As
is also discussed below, EPA's recent program challenging CBI assertions in 8(e) notices indicates that a
substantial fraction of these CBI claims may be invalid under the statute.

FYI1 submissions in significant numbers are first recorded in 1987, and have remained relatively
constant at 150 to 200 per year (Figure 8). Until 1990, the number of FYIs exceeded that of 8(e)s by a
ratio of five to two; in 1990, more 8(¢)s than FYIs were submitted (256 vs. 158). EPA staff have
-speculated..that submitters-have.filed FYIs.in preference to 8(e)s in order to avoid the stigma associated
with a ﬁndmg of subsmnual risk,” as well as to avoid the procedural requirements of 8(e) notification.:

A relatively low proportion of FYIs contain CBI claims (9 t0 19 percent), but there has been a
steady incredse in claims from 1987 through 1990, and many of these claims concern chemical identity.
These increases are of particular interest because these submissions are ostensibly voluntary. However,
the proportion of FYI submissions in which chemical identity is claimed as CBI has remained
consistently lower' than the oorrmpondmg figure for 8(¢c) submissions (10 to .20 percent vs. 30 to0 45
percent over the same four years). Agam, this may reflect lhe percexved sugma associated with an 8(e)
submission. "

Significant Advasz Reacrions (Section 8(c))

EPA defines slgmﬁmnt adverse reactions as those “that may indicate a substantial impairment of
normal acuvmcs. or iong-lastmg or irreversible damage 10 health or the environment.” (40 CFR
717.3(i)). Section 8(c)'of TSCA requires manufacturers, processors, and distributors of chemicals or
mixtures to keep records of significant adverse reactions to health or the environment alleged 10 have
been caused by their chemicals. Firms must make records of allegations available 1o EPA upon request.
Any person who is submitting copies of these records is allowed to assert a confidentiality claim, by
submitting both oomplcte and non-conﬁdcnual ("sanitized”) versions of the submission (40 CFR 717.19).

Almost all (21 of:26) of thc 8(c) submissions requested by EPA were received in 1988. Agam one
would expect a low incidence of CBI claims, because these reports satisfy the definition of a health and
safety study, and would be covered by the limited CBI provisions of Section 14(b). Roughly half of
these subm:ss:ons to EPA contain CBI claims. These reports by definition deal with records of significant
adverse reactions. When claims were made, they generally covered all key data elements.

Health and Sqfety Studies Submigted Under Section 8(d)

Any manufacturer, processor or distributor of a commercial chemical must submit health and safety
studies concerning that chemical that it has conducted or that are reasonably ascertainable to it (Section
8(d)). Section 3(6) of TSCA defines a health and safety study as *any study of any eflect on a chemical
substance or mixture on health or the environment or on both, inciuding underiying data and
epidemiological studies, studies of occupational exposure to a chemical substance or mixture,
toxicological, clinical, and ecological studies of a chemical substance or mixture, and any test performed
pursuant to this Act.”

Section 14(b) of TSCA explicitly precludes claims of confidentiality on these health and safety
studies (and underlying data), except where disclosure of the information would reveal processes used in
the manufacture, importing, or processing of a substance, o1, in the case of a mixture, the portion of the
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mixture comprised by any of the substances in the mixture. Any information contained in a study which
is clearly personal data (for example, individual medical records), the disclosure of which would invade
personal privacy, is exempt from disclosure under FOIA as provided in Title 5, United States Code, -
Section 552(b)(6). Interestingly, the regulations promulgated by EPA for such submissions (40 CFR
716.55(a)(3)) appear to offer protection for CBI that are not included in the statute, in that claims of
confidentiality are allowed for company name and address, financial statistics and product codes used by
a company.

A large number of health and safety studies (more than 5,000) bave been submitted to the EPA
under Section 8(d) since 1986, with large peaks in 1987 and 1989 (Figure 9). Prior to 1990,
approximately 25 percent of these contain some CBL. When a CBI claim of any type is made, chemical
identity. is almost-always-claimed to be.CBl-(more than.96.percent.of the submissions .with .CBI claims
assert such a claim for chemical identity; Figure 10). Substantial numbers of CBI claims were also
asserted for submitter identity (provided for in the CFR), use, toxicity, exposure, and environmental
release data. The exception is that in 1986 (the first year with 8(d) reporting), a very low percentage of
the forms claimed toxicity data to be CBL

The key point to note is that under the explicit language of Section 14(b) of TSCA, most of these
CBI claims are prima facie invalid. Congress explicitly intended to make such health and safety data
publicly available; doing so represents the entire rationale of Section 14(b). The only claims that Section
14(b) permits are those that disclose "processes used in the manufacturing or processing of a chemical
substance or mixture” or, in the case of a mixture, disclose *the portion of the mixture comprised by any
of the chemical substances in the mixture.” Even under the more lenient language of the regulations
(40 CFR 716.55), only company name and address, financial statistics, product codes, and information
that *would clearly be an unwarranted invasion of personal privacy.” Claims on use, toxicity, exposure,
and environmental release data are clearly not permitted cither by the statute or by regulations.

CAIR Submissions

The majority of submissions under the Comprehensive Assessment Information Rule (CAIR) were
received in 1989 (660), followed by 45 in 1990. Fewer than 30 percent of the original submissions
contain any CBI claims, although in almost all cases, it is chemical identity that is claimed as CBL. As
CAIR reporting applies to a pre-defined set of chemicals, these CBI claims are curious.

PAIR (8(a) Level A) Submissions

Because data on submissions under the Preliminary Assessment Information Rule (PAIR) are
maintained in a separate database, the DAPSS system contains information on only a small fraction of
submissions made pursuant to this rule. These submissions, and CBI claims associated with them, are
discussed in detail in a subsequent section, in comparison to reporting of comparable information under
alternative statutory authority. Accordingly, they are not considered here, except to note that a
significant fraction of PAIR submissions contain CBI claims.
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Testing of Existing Chemicals (Sectionv 4) 7

Section 4 of TSCA authorizes EPA to require manufacturers or processors of chemicals in commerce
to test the effects of those chemicals on human heaith and the environment. EPA may exercise this
authority by rule only upon a finding that:

e a particular chemical may present an unreasonable risk of injury to health or the environment;
o there is insufficient data available to perform a reliable risk assessment; and,

o testing of the chemical is required in order provide the necessary information. (4(a)(1)(A)

A finding that a chemical may present-an -unreasonable risk,-and-a-consequent-test.rule, need not be
based upon a finding that a chemical may be toxic, but may rather be based on substantial production
and exposure to humans or the environment, in addition to findings of insufficient data and the need for
testing (4(a)(1)(B)). A test. ‘rule promulgated under Section 4(a) must: identify the chemical, include
testing standards for the development of test data, and specify the duration of the testing period.

The key purpose of Section 4 is the generation of studies that address the potential of identified
‘chemicals to have adverse health and safety effects. Accordingly, the resuits of such studies would be
reported to the EPA pursuant to Section 8 of TSCA. However, Section 4(c) provides for applications
for exemption from testing that would otherwise be required. EPA has received a significant number of
such applications. Because test rules under Section 4 deal with ndcnnﬁed chcmmls many of which are
in widespread commercial usc, it 1s interesting to consider CBI claims assocxated with these Secnon 4(c)
applications. |

Section 4(c) apphcauons were submitted comparatively rarely between FY 1981 and FY 1986, with a
significant increase in the number of submissions in FY 1987 (uriple the numbcr from FY 1986), and a
noticeable peak in 1989 (Figure 11). This represents another instance of the increasing overall
information: prowssmg load on OPPT staff. Prior to FY 1987, nearly all such submissions contained
CBI claims. When the absolute number of submissions increased, the propomon containing CBI claims
dropped consxdcmbly (in effect, the absolute number of Section 4(c) submissions with CBI claims has
remained relatively constant). Again, it is notable that for a class of submission that deais with already
identified chemicals that are generally in widespread use, many of the submxssxons with CBI claims make
such claims for chemical |dcnt1ty

Hazardous Chemicals Identified under the Act

Once EPA finds that a chemical poses an unreasonable risk to human health or the environment, it
has a variety of options under Section 6 to control the commercial use of that chemical. EPA may
apply any of these options by rule "to the extent necessary to protect adequately against such risk using
the least burdensome requirements.® Among these options are two that require the public dissemination
of risk-relevant information (emphasis added):

o requiring that the chemical substance be labelled with clear and adequate warnings with respect to
its use or disposal; and,

e requiring manufacturers or processors of the chemical substance or mixture to provide notice of
unreasonable risk of injury to anyone who may come in contact with the chemical substance, to

give public notice of such risk and to replace or repurchase the chemical substance or mixture,
_ whichever is chosen by the person to which this requirement is directed.
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One class of chemicals, polychlorinated biphenyls (PCBs), is explicitly addressed in the statutory
language of Section 6(e). Section 6 also provided the Administrator with the authority to promulgate
rules regulating other chemicals and chemical classes. Much of the Agency’s efforts to date have been
focused on regulating asbestos (see Appendix D).

Section 6 Submissions

There is no routine reporting 10 EPA required under Section 6, but OPPT has logged a significant
number of documents sent to it under this part of the statute, ranging from 13 in FY 1981 to 202 in FY
1987. As Figure 12 indicates, the number of submissions to EPA significantly increased from 1980
through - 1988;-with -a-subsequent-decrease-in- 1989-and 1990. -Through -1986,-almost-all- of these
submissions contained CBI assertions, but the proportion with such claims has dropped steadily from
1986. Again, a significant fraction of the CBI assertions concern chemical identity (nearly all since
1987). As in the case of Section 4 reporting, this inspires curiosity, because these submissions
presumably deal with identified substances that have been the focus of public rulemaking.

Chemical Inventory Reporting

As noted earlier, Section 8(b) of TSCA required EPA 1o compile, maintain, and publish a list of the
chemical substances which are manufactured or processed in the United States. Any substances not
listed in the inventory are subject to premanufacture notice requirements under Section 5, and are added

10 the inventory as they enter commerce. Chemical substances which are manufactured, imported, or

processed in small quantities solely for the purpose of scientific experimentation or analysis or chemical
rescarch for the development of a product are exempt from reporting to the inventory
(40 CFR 7104 (b)(3))- _ .

The initial inventory was compiled in 1977. Reporting under Section 8(b) provides for CBI claims
on the following types of information (40 CFR 710.7): ' ‘

company name; ,

site; .

chemical identity;

whether the chemical substance is manufactured, imported, or processed;

whether the chemical substance is manufactured and processed only within one site and not
distributed for commercial purposes outside that site; and,

« the quantity manufactured, imported or processed.

Written substantiation was required for claiming chemical identity as confidential; all other claims could
be substantiated by simply checking the CBI box and then attesting to the claims made by providing a
signature on the form. To claim the chemical identity as confidential, businesses were required to
complete, sign, and submit EPA inventory report Form C (EPA Form No. 7710-3C) (40 CFR 710.5

®X7))-

Inventory Data ' ’

A review of CBI identification fields in the Chemicals in Commerce Information System (CICIS)

indicates that the initial compilation of the TSCA iaventory was significantly less affected by
confidentiality claims than recent submissions to EPA tend to be. Of the 141,018 records for which
information on CBI claims is available (data flags are missing on 3.6 percent of the records), CBI claims
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range from a low of 1.8 pcrccnl (2,608 records). wuh the. “site-limited" ficld indicated as CBI, to a high
of 27.2 percent of the records (39,742) for which producuon volume was claimed to be CBL. For most
data fields, roughly 10 percent of the records indicate an assertion of confidentiality.

Summary of CBI Claims

Since FY 1982, there has been a massive and increasing number of CBI claims affecting information
submitted to the EPA under TSCA. In part, this reflects a nearly exponential increase in the number of
documents submitted t0 EPA under the statute. Much of this increased information load has come
through the new chemicals program under Secnon 5 (PMNs and related submissions), but significant
increases have also been seen for substantial risk (Section 8(e)), FYI, and other health and safety related
submissions, mcludmg health and safety studies submitted under-Section 8(d). -Even-programs that do
not require routine reporting, such as the Section 6 regulatory program, have generated large numbers of
submissions in recent years. To a lesser extent, the increase in the number of CBI claims reflects
changes in CBI claim patterns from the early years of TSCA to more recent times, such as the increase
in CBI claims on PMN submissions after the "up-front® substantiation requirements were dropped.

Those submissions under Section 8 that deal with health and safety studies and findings of
substantial risk would be expected to have a much lower frequency of CBI claims than do submissions
under Section 5, because they are subject to the stricter limitations of Section 14(b). These submissions
do have a lower proportion of CBI claims than is seen in the new chemicals program, but there are still
a significant number of CBI claims affecting these submissions. This number is far in excess of what
might be expected on the basis of the specific limitations imposed by Section 14(b) on CBI claims
regarding health and safety studies. For 8(d) submissions, numerous CBI claims are being asserted on
data elements (such as chemical identity) that appear to be preciuded from such claims under Section

14(D).

The high rate of CBI claims in submissions since 1979 stands in stark contrast to that seen for the
data in the original inventory. More than 90 percent of the PMN data are covered by CBI claims, while
less than 30 percent of the records in the original inventory are affected by such claims.

CBI claims have decreased in some areas in recent years. For example, claims on submitter identity
for PMN, bona fide, Section 4(c), and Section 6 submissions decreased between 1986 and 1990.
Unfortunately, these decreases in claims on submitter identity have been offset by increasing claims on a
more critical data element, chemical identity. A signiﬁcant concern is the increase in the proportion of
8(e) (substantial risk) notices, and related FYI notices, in which the identity of the chemical is claimed
as CBL Overall, the decrease in some specific claim types is dwarfed by the general increase in CBI
claims.

Taken together, the increase in CBI claims in the new chemicals program and the significant
numbers of claims affecting other submission types (particularly under Section 8, where the statute
restricts ciaims) suggests that there may be a significant number of CBI claims that are not valid under
the statute. The next section of the report addresses the procedures used by EPA to review CBI claims
and ensure that they are properly substantiated.
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SUBSTANTIATION AND REVIEW OF CBI CLAIMS

As the previous section has shown, the number and scope of CBI claims made for information
submitied to EPA under TSCA is extremely large. This huge volume of CBI, taken together with the
increases over time seen in CBI claim rates and the relatively high claim rate on submissions subject 10
the strict provisions of Section 14(b), suggests that a significant fraction of the CBI claims that have
been made may not be necessary to protect true trade secret information and may not be valid under the
statute.

Although TSCA and its implementing regulations specify explicit requirements regarding the
substantiation of CBI claims under TSCA, OPPT does not routinely require submitters 1o substantiate
claims. The penalties for wrongful disclosure are far stronger than those for making invalid claims, and
OPPT resource-limitations ‘mean- that-only-a-small- fraction-of submissions-can-be reviewed-and/or
challenged. Where OPPT has had the resources to challcngc CBI claims, these claims are regularly
withdrawn.

Statutory Criteria for Reviewing Claims

As specified in its regulations (40 CFR 2.203 et seq.), EPA must make a preliminary determination
as to whether or not the business information is entitled to confidential treatment when responding to
Freedom of Information Act (FOIA) requests, or if it is likely that EPA will be required to disclose the
information at a future date. EPA is also authorized to review any claim that has been submitted, in
order to ensure that it complies with TSCA and its implementing regulations. Business information is
entitled to confidential treatment if (40 CFR 2.208):

1) The business has asserted a claim which has not expired by its terms, nor been waived nor
withdrawn; '

2) The business has satisfactorily shown that it has taken reasonable measures to protect the
confidentiality of the information, and that it intends to continue 1o take such measures;

3) The information is not, and has not been, reasonably obtainable without the business’s consent
by other persons (other than governmental bodies) by use of legitimate means (other than
- discovery based on a showing of special need in a judicial or quasi-judicial proceeding);

4) - No statute specifically requires disclosure of the information; and either -
a) the business has satisfactorily shown that disclosure of the information is likely to cause
substantial harm to the business’s competitive position; or
b) the information is voluntarily submitted and its disclosure would be likely to impair the
governmeant's ability to obtain necessary information in the future.¢

" When responding to @ FOIA request, this determination must be made within a 10 working-day period.

Under 40 CFR 2.205(a) EPA’s legal office (defined as the Office of General Counsel in 40 CFR
2306(e)) is responsible for making the final determination on confidentiality. If a claim is reviewed,
EPA offices attempt to obtain the affected business’s consent to disclose useful portions of records while
protecting the information which may be entitled to confidentiality (e.g., by withholding such portions of

¢  These criteria apply only to information that has not been explicitly excluded from protection as
CBI because the constitute health and safety data (40 CFR 2.306).
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a record that would identify a business, or by disclosing data in the form of industry-wide aggregates or
totals, or some similar form)(40 CFR 2.202(f)). Under 40 CFR 2.205(f)(2), if EPA determines that the
information is not entitled to protection as CBI, then the EPA office taking action on the claim and the
Office of General Counsel issues a notice of denial (by certified mail) stating the basis for the
determination and that the decision constitutes final Agency action. The information is made available
to the public on the 31st calendar day after the date of the business's receipt of the written notice,
"unless the EPA legal office has first been notified of the business’s commencement of an action in a
Federal court to obtain judicial review of the determination, and to obtain preliminary injunctive relief
against disclosure® (40 CFR 2.205(f)(ii)(2)). Any prior determinations of confidentiality may be changed
due to changes in facts or law, or because the earlier determination was clearly crroneous (40 CFR
2.205(h)).

Statutory Penaltis for CBI

As previously noted, the statute assigns no penalties to companies that submit false or invalid CBI
claims. Strict penalties are, however, specified for any EPA staff or contractors that reveal confidential
information. When TSCA CBI is wrongfully disclosed it is treated as a3 misdemeanor. Under Section 14
*wrongful® . disclosure occurs when an authorized person in possession of CBI material is aware that
disclosure is prohibned and intentionally discloses the CBI material 10 an unauthorized person. Anyone
guilty of wmngful disclosure may be subject to a fine of not more than $5,000 and/or not more than one
year of imprisonment (Section 14(d)). Wrongful disclosure of CBI by an EPA employee can aiso be
grounds for dismissal, suspension, fine, or other adverse personnel action. Intentional disclosure could
also result in cnmmal prosecution (40 CFR 2.211(c)). The Code of Federal Regulations also states that
any authorized possessor of CBI must take “appropriate® measures to propcrly safeguard the information
and to protect agamst its d:sclosure. E

Resource Considerations and Actual Practice

Given the vast number of CBI claims received by EPA, it is impossible for EPA suaff to review each
claim thoroughly to determine its validity, and, at the same time, process the claim in an.expeditious
manner. The result is that actual practice differs from what the statutory and regulatory language would

lead one to cxpect.

Although the statutory language places the burden of establishing the confidentiality of information
upon the submitter, and provides the Agency with the ability to disclose information not properly
protected by the submitter, the obligation of the Agency to protect legitimate CBI, and the imbalance in
penalties for wrongful disclosure as opposed to invalid claims, has lead OPPT 10 go to considerable
lengths to protect any dauned CBI from disclosure. For example, OPPT staff indicate that it is a
common practice to review the “sanitized® copies of CBI documents, so, that submitters can be notified of
inadequate attempts at sanitization, rather than simply placing the sanitized copies in the pubhc docket.
While EPA is reqmred 10 notify submitters of inadequate sanitization it has dctected, there is no
obligation to examine documents for this purpose.

In practice, except for the 8(d) / 8(¢) Challenge Program and challenges at the time a Notice of
-Commencement is received, the vast majority of claims submitted are not reviewed. Unless OPPT staff
have mformauon that leads them to believe the claim is invalid, the claim is not reviewed. Indeed, it is
not Agency practice to even request submission of substantiation materials for CBI claims. OPPT '
employees noted that they generally request substantiation of a CBI claim only when a FOIA request for
rélease of the information has been received. Only when a persistent rcquaxor insists upon release of
the data is the submmcr contacted to substantiate the claim. ‘
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Submitters Amend CB] Claims when Chalienged

For the past year, OPPT has reviewed each 8(d), Health and Safety Study, and 8(e), Notice of
Substantial Risk submission, and has elected to challenge submitters to substantiate a significant number
of CBI claims affecting such notices.” Between September 1990 and May 1991, 106 8(e) submissions
were reviewed and 52 (49 percent) were challenged. Over the same period, 351 8(d) submissions were
reviewed, and 77 (22 percent) were challenged. In essence, all CBI claims associated with these
submissions have been challenged. The fact that, in every case to date, the submitter has amended the
submission when challenged, indicates that EPA is correct in challenging the validity of these CBI claims.

-In-many-cases, the 'invalid -CBI claims-appear-to-cover-information- that .is-potentially. embarrassing .10
the submitter, but not entitled to protection under either Section 14(a) or Section 14(b). Rather, the
effort is to prevent disclosure of precisely the sort of information the framers of TSCA wanted made
public. For example:

» One submitter claimed its identity, and the identity of the chemical substance, as CBI; because they
were concerned that potential customers would interpret toxicity data reported in an 8(c) notice in
such a way as to conclude the substance was unsafe (the submitter believed this to be a
misinterpretation). Notwithstanding the submitter’s desire to put a "spin” on the study, these data,
including the identity of the chemical, are precisely the sort of information that the framers of TSCA
sought 10 make available to the public.

» In a similar case, the submitter wished to withhold its identity (which included the name of the
subject chemical), as well as the chemical identity, because it believed that effects seen in a toxicity
study were not compound-related. Again, TSCA explicitly includes the dara from toxicity studies in
its reporting standards, and does not permit regulated persons to submit only their interpretation of a

* study. The submitter of this study had ample opportunity to defend its judgement that the effects
were not caused by the chemical, and could have made a convincing case, but instead chose t0 make
an invalid CBI claim. ‘

« In one case, the submitter made a CBI claim on its identity, and that of its trademarked commercial
product, on an 8(c) documenting adverse health effects in workers exposed to an apparent
breakdown product, produced under unusual circumstances. Again, the submitter could have made
public the very limited conditions under which such an adverse effect occurred, as well as the fact
that it appeared to have made diligent efforts to ensure that such effects would not occur again, and yet
instead chose 10 make an invalid CBI claim.

+ Yet another example dealt with a study that identified inadequacies in the medical surveillance
program of a submitter. The submitter’s identity and plant location were claimed CBL. There
seemed to be no evidence that the fact that the submitter used the chemical at that facility was an.
undisciosed trade secret. Rather, it might reasonably be inferred that the submitter wished to avoid
cmbarrassment regarding the inadequacy of its occupational health program, or to forestall
difficulties with its work force.

7 Discussions with OPPT staff indicate that a aumber of factors, beyond the presumptive validity of

the CBI claim, are considered in deciding whether or not to issue a challenge. Accordingly, it

- would not be appropriate to infer that the fraction of CBI claims that is not challenged represents
valid CBI claims.
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. A recent 8(¢) submission, claimed as CBI,W4s'a%"EPA Order filed under CERCLA. The Order
noted, as a Finding of Fact, that a particular facility and its surrounding area had been contaminated
by a hazardous substance manufactured by the submitter/respondent. Also noted were the facts that
the submitter and others would initiate a cleanup, and that local shellfish had been contaminated.
The submitter claimed both company identity and chemical identity as CBI, even though the original
EPA Order was not claimed as CBI, and therefore the information was available. Following
negotiations, the submitter dropped all CBI claims on chemical identity.

+ In another 8(e) filing, a submitter claimed submitter identity and chemical identity as CBI, because it
considered the health effect it was reporting to be “highly unusual,” and believed that release of the
information prior to conducting additional research might cause *premature and possibly unnecessary

“concern.” This' represents’yet-another-exampie-of -a- GBI claim-used-not -10: protect-cominercial
mformauon, but rather to conceal exactly the mformauon that, Congress intended to make public by
way of 8(e) submxssxons. ‘ ,

« Lastly, a submmer provxded the final draft of a study of the effects of workmg for prolonged periods
with parucul‘ar ‘chemicals. ' This draft smdy had been provided to union represemanves of the .
submitter’s workers prior to submission to the Agency. Despite the fact that all of the relevam
information had thus been made public, the submitter claimed company name, union;name, plant
sites, and chemxml identities as CBL Followmg discussions with EPA, the submmer\agreed 10 drop
all CBI claims for chemical identities 1mmed1ately, and to drop all other claxms once the final report
had been ﬁled thh the: Agency ‘ : S e

To the extent that these examples are typml they ulustrate an apparem rehanee on; CBI claxms 10

little as a single ﬁve-mmute telephone call, othcrs have consumed as_ much as 40 ‘petson-hours OPPT

staﬁ' mdume that lhe ma]onty be dealt with usmg two hours of staff ume. Thus this|effort, dealing
X 1 year, requires a

therefore, to be feasible for am secuons of TSCA. For exampie, there are apprﬂ mately i10 times as
many PMNs as there are 8(¢) o notices submitted in the average year., Al presen‘ OPPT simply lacks the
staff resources to, challenge all of these. Given the expected massive mc‘}rease inl|8(¢) submissions under
EPA’s "penalty cap,” it is not lear that OPPT will be .able to maintainy its: com ‘ xve”\challenge

program for these submissions. "

Itis imposible, without an ongoing review of other TSCA submissions, 10 know the degree 10 which
the pattern of inappropriate CBI claims seen in 8(d) and 8(c) notices is typml of other types of
information submitted to EPA.. The fact that such claims are made in submm:ons that exphculy deal
with substantial risk, however, is not encouraging. T
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SIMILAR DATA ARE NOT CONFIDENTIAL UNDER RELATED STATUTES

The statutory and regulatory language clearly provide EPA with the ability to deny invalid
confidentiality claims. However, they also specify a very broad range of data that may be entitled to
protection as CBL This places the Agency in the position of having to decide whether any particular
CBI claim is in fact valid. As the preceding section shows, in those instances where EPA has challenged
the validity of claims, the claims have proven not to be valid. Without examining each claim
individually, it is not possible to conclude that 2 majority of CBI claims are invalid. However, a
comparison of data collected under TSCA with similar data collected under another statute with less
liberal confidentiality provisions indicates that CBI claims under TSCA are far in excess of what is

needed to protect true trade secrets.

More recent statutes have taken a narrower view than does TSCA of the types of information that
are potentially subject to confidentiality claims. For example, TSCA provided EPA all the authority
needed to collect information substantially identical to that reported and made public on the Toxics
Release Inventory (TRI) under the Emergency Planning and Community Right to Know Act of 1986
(EPCRA) and the Federal Pollution Prevention Act of 1990. However, these latter statutes contain
provisions governing public disclosure of the data and information reported to EPA that differ from

those in TSCA in important ways.*

These differences are apparent when comparing reporting under TSCA's Preliminary Assessment
Information Rule (PAIR) with reporting to TRI. Reporting under these two statutes is similar in that
1) both dea] with pre-defined sets of chemicals, and 2) PAIR requires reporting on the quantity of
chemical lost, while TRI requires reporting on release to the environment. The reporting on releases to
the environment for TRI is actually considerably more detailed than the loss reporting required under

PAIR.

TRI reporting differs from PAIR reporting in that confidentiality claims for TRI are much more '
restrictive; claims can only be made for chemical identity, and TRI has explicit provisions to discourage

frivolous claims:
- a requirement that the submission be reviewed and signed by a top corporate official;’

» a requirement that all trade secret claims be awbmpanied by information to substantiate the claims,
at the time that they are made,

 a limitation that only chemical identity can be claimed a trade secret,’ thereby releasing the rest of
the content of the reporting form to the public, including the identity of the claimant and the
magnitude of any releases and transfers (thus, there is potentiat public accountability for any trade

secret claims being made);

¢ Indeed, TRI-like data have been reported for several hundred chemicals under TSCA since the
carly 1980's, but in contrast to TRI's programs of active public disclosure, the same data under
TSCA have been held by EPA in confidential databases.

* Under TSCA, it is possible to claim chemical identity as CBI in a submission that is .not a health
and safety study. Although chemical identity is essential to the full understanding of such studies,

it has not been EPA practice to chalienge CBI claims on chemical identity, even when the

submission was a health and safety study. A few interviewees indicated that precise chemical
identity information was not needed to interpret these studies, although the majority did not endorse

this view.
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. penalties (comparable 10 those imposed under TSEA on government employees who release TSCA
CBI dauwa) for corporate officials making a false trade-secrecy claim under EPCRA.

It is impossible to tell the extent to which each of these four provisions individually is resulting in
the insignificant number of claims of trade secrecy under EPCRA. What is clear, however, is that the
combination of these four policies results in a dramatic decrease in the number of trade secret claims
being received under EPCRA as compared to TSCA. For the 1988 TRI data, there were only 23 trade
secret claims, out of more than 70,000 TRI forms.

To obtain a more direct comparison between PAIR and TRI reporting, a subset of 37 chemicals

were selected on which' reporting was required under both PAIR and TRIL, and for which at least one
report ‘had been-made ‘for ‘both. ‘Using this subset eliminates discrepancies attributable to differences in
the particular chemicals subject to reporting. Because PAIR affects a narrower class of potential
submitters than does TRI, statistics were obtained not only on overall TRI reporting. for these chemicals,
but also for submitters who indicated (in the use category of the TRI reporting form) that they were
producers or importers of the chemical being reported. Thus, one can be assured that there is
significant overlap between the facilities reporting under PAIR and under TRI. Table 1 presents the
summary data for these chemicals. '

There were a total of 13,164 TRI facility reports for these 37 chemicals in 1988, 463 of which
represent producers ‘or importers of the chemicals. As noted above, only a tiny fraction (0.03 percent)
of the TRI forms are affected by trade secret claims; even if all of these claims affected the 37 chemicals
selected, the claim rate would be less than 0.17 percent. If one makes the even less plausible
assumption that all of the confidentiality claims not only concern these 37 chemicals, but also were made
by producers or importers, the claim rate is less than 5 percent

For the same set of chemicals, there were 302 PAIR forms submitted. ’nus number is on the same
order of magnitude as the number of producersfimporters reporting to TRI, although it is substantially
lower (35 percent fewer forms). The difference may reflect the fact that the threshold quantities for
reporting under PAIR are higher than those under TRI; facilities with quantities falling between the two
thresholds may account for these missing forms.

Although the specific information that can be claimed as CBI on PAIR forms differs from what can
be claimed as confidential on TRI forms, these claims can be quantitatively compared as equivalent ppes
of information. (On PAIR forms, claims can be made for "quantity lost", while on TRI forms the
quantity released must be reported and it is the chemical identity that may be claimed as a trade secret.)
Using the subset of 37 chemicals demonstrates that over 50 percent of the PAIR forms had CBI claims.
When compared to the TRI confidentiality claims (.03 percent of all TRI forms), the CBI claim rate
under PAIR is more than 1,500 times higher than the trade secret claim rate under TRL Even if one
makes the very unlikely assumption that all of the TRI trade secret claims are contained on those forms
in the subset, CBI claims under PAIR are being made at 10 rimes the rate of trade secret claims under
TRL®

® This is admittedly a wide range of possible claim ratios. The difficulty in narrowing this range
arises from the very limited number of trade secret claims made for TRI data. OPPT staff indicated
that supplying any data on the number of these claims affecting the chemicais used in this
comparison might compromise the security of the trade secret data.
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These data str . suggest that the CBI claims made under PAIR are far in excess of what is truly
required to safegu. trade secrets. They also suggest that if the restrictions on CBI claims under TSCA
were tightened to reiemble those of EPCRA, the proportion of submissions affected by CBI claims
would drop substanually. Moreover, the comparison above suggests that many of the CBI claims on
chemical loss data made under PAIR are no longer valid, if in fact they ever were. The existence in the
public record (TRI) of substantially identical information would invalidate the CBI claims.

It may not be appropriate to make a quantitative extrapolation from the analysis of PAIR data to
reporting under other provisions of TSCA. However, the data do support the conclusion that CBI
claims under TSCA would not meet the requirements for trade secret claims under EPCRA, and that
more stringent requirements for substantiating CBI claims could have the effect of reducing the
proportion of TSCA data covered by such claims.
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LEGAL AND TECHNICAL CONSIDERATIONS

The preceding section illustrates the extent to which statutory controls on frivolous confidentiality
claims can influence the number of such claims that are made. Under TSCA’s lenient CBI provisions,
far more claims are made than under the strict provisions of EPCRA. It has not been demonstrated
that the more restrictive confidentiality provisions of EPCRA have resulted in competitive harm 10 any
submitter.

Recent analyses by legal staff in EPA’s Office of Pollution Prevention and Toxics indicate that
Agency practice in accepting CBI claims has, in fact, been more lenient than the statute (or its
implementing regulations) requires. As was noted above, while Section 14(a) of TSCA does not restrict
confidentiality claims on a wide variety of information submitted to" EPA, Section ‘14(b) narrowly-restricts
CBI claims on information from health and safety studies."" For such health and safety studies, the only
prohibitions on public release of information are on data that disclose "processes used in the
manufacturing or processing of a chemical substance or mixture or; in the case of a mixture, releasing
any data which discloses the portion of the mixture compnsed by any of the chemical substances in the
mixture.” Moreovcr, the statute incorporates a broad definition of a health and safcty study (TSCA
Section 3(6)): ‘

The term “health and safety study" means any study of any effect of a chemical substance or -
mixture on health or the environment or on both, including underlying data and epidemiological

. studies, studies of occupational exposure to a chemical substance or mixture, toxicological,
clinical, and ecological studies of a chemical substance or mixture, and any test pcrformed
putsuant to this Act.

This language is quite broadly inclusive. -Moreover, EPA, in developing regulations on reporting
health and safety data, has noted that Congress did not intend to restrict the dcﬁnmon to formal studies:

It is intended that the term (health and safety studies) be interpreted broadly Not only.is .
information which arises as a result of a formal, disciplined study included, but. other
information relating to the effects of a chemical substance or mixture on health and the
environment is also inciuded. Any data which bears on the effects of a chem:ml substance on
health or, the environment would be included. (HL.R. Rep. No. 94-179, 94(h Cong., 2nd Sess. 58
(1976) (Conference chon) as cited in 47 FR 38782, Sepiember 2, 1982.) ‘

Thus, the statute would appear to automatically disaliow many CBI claims lhat have gone
unchallenged by EPA until recently. This is particularly true of key data. elements such as the identity of
chemicals for wluch health and safety data have been reported under Secuon 8(d) (health and safety
studies) and Section 8(e) (notices of substantial risk). As noted by OPPT atmmcys, data that allow a
determination of substantial risk inherently meet the statute’s definition of a. health jand 'safety study.
These considerations have lead EPA recently to institute a program of routirie challenges to CBI claims
on these submissions. -

The sections of the Code of Federal Regulations that implement TSCA follow the statute both in
restricting the range of CBI claims that can be made for health and safety studies and in defining such
* studies broadly. In particular, as OPPT attorneys have pointed out, chemical identity can only be
claimed confidential in a health and safety study when the submitter can demonstrate that knowledge of

1’ The regulatory language implementing these provisions of the statute can be found at 40 CFR
2.203 et seq., and at 40 CFR 2.306.
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identity per se is sufficient to disclose a process of manufacture or portions of a mixture, a condition that
would almost never be true.

Information from health and safety studies is submitted to EPA not only under Section 8 of TSCA,
but also under Sections 4 and 5. It is particularly worth noting that since PMNs must include any health
and safety data known to, or reasonably ascertainable by, the submitter, a substantial fraction of PMN
submissions would be subject to the strict CBI provisions of Section 14(b). This would mean that the
broad CBI protection currently extended to entire PMN submissions would be dropped from those
portions of each submission that constitute health and safety data. Only those PMN substances for
which no health and safety data were available would be eligibie for the broad protection currently being
afforded to all PMNs. This is likely to be a relatively small subset of PMN submissions. .. Moreover,
EPA scientists could easily support the argument that such submissions would be subject to regulatory
action under Section 5(¢), for lacking adequate information to permit a determination of risk.

There is an explicit exemption provided for data that are not necessary to interpret the health and
safety study data. OPPT attorneys have argued that it is rarely the case that chemical identity
information could legitimately be covered by such an exemption. It is unlikely that any reputable health
or environmental scientist could be found who would argue that it is ever the case that chemical identity
is unnecessary to interpret health and safety data.

This reasoning leads to the conclusion that a significant amount of information that EPA has
received over the past decade, and has protected as CBI (cf. Figures 7 and 10), is not in fact entitled to
such protection under the statute. It is also true that in order to be protected under Section 14(a) of
the statute, the information (from a source other than a health or safety study) must be of such a nature
that if revealed, it would cause substantial competitive harm to the submitter (40 CFR 2.208).

" As noted above, the statistical analysis of CBI claims indicates that many Submissions contain
multiple CBI claims. One can question the extent to which, in such cases, it is necessary to protect all
of the information claimed as CBI in order to preserve the submitter from substantial competitive harm.
For example, if the key commercial information is that a particular chemical substance has a cenain use,
one could safeguard this information by claiming either the identity or the use as CBI; there would be no
need to protect both items of information as CBL¥2 Because EPA has generally lacked the resources to
evaluate each submission in the past, it is possible that many of the submissions containing mulriple CBI
claims are in fact making claims beyond those necessary to protect the submitter from substantial
competitive harm. '

It appears that if EPA applied stricter standards to CBI claims, which could be done under existing
regulations, and had the resources to review claims, a significant fraction of the claims would be
dropped. It also appears likely that if procedures for submitting CBI claims under TSCA were made
more onerous, as they are under other statutes, far fewer CBI claims would be made in the first place.

- 2 As noted above, under Section 14(b), chemical identity is not entitled to protection as CBI when
it forms part of a health and safety study.
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CONSEQUENCES OF CURRENT CBI CLAIM AND REVIEW PRACTICES

A series of interviews with EPA employees, both within and outside of OPPT, officials in other
federal agencies with a potential need for access to TSCA CBI, state government employees familiar with
TSCA data, and representatives of non-governmental organizations including environmental groups and
labor unions, elicited a wide range of opinions on both the nature and extent of the problems posed by
TSCA CBI practices. In general terms, interviewees tended 10 concentrate on two separate problems
posed by current CBI practices. Those within OPPT were generally, although not exclusively, concerned
primarily with the volume of CBI, and its implications for the use of their limited resources. Those
outside of OPPT were primarily concerned with more limited data sets that CBI claims had rendered
unavailable to them. In order to address the concerns identified by OPPT staff, a significant reduction
in the absolute number of ‘CBI claims would be required. For outsidedata users, concerns-could
sometimes be addressed by ehnunaung CBI claims on a very limited data set (e.g.; claims on chemical
1denmy in Section 8(¢) noucu) The particular data set for which declass:ﬁmuon was desired varied
among the mtcrvlcwea ‘ v

CBI Presents a Logistics Chatlenge for EPA
CBI Security Procedures are Strict

The statutory language of TSCA, and the regulatory language implementing it, specifies the types of
information submitted under TSCA that can be claimed as CBI, as well as the circumstances that
determine the legitimacy of CBI claims. Neither the law nor the regulations, however, contain any
detailed information regardmg procedures employed to safeguard TSCA CBIL. These are.covered by
guidance documents developed by OPPT.

These guidance documents, and the procedures described in them, were devcloped in the context of
two lawsuits brought against EPA by Polaroid Corporation, which were settled in 1985 by means of
consent agrecmcnts. The consent agreements incorporate the security requirements in the guidance
documents by reference, and require that adequate public notice be given by the Agency prior to
implementing any sxgmﬁml changes in security procedures, and contemporaneously with the
lmplememauon of any subsmnnve changes.

The guidance documcms developed by EPA establish a controlied environment for ’PSCA CBI
material to ‘ensure that a complcte audit trail remains as to the location of any document at all times
and the ldcnmy of the person responsible for the document if it has been removed from the
Conﬁdenual Business Information Center (CBIC). Appendix E describes the procedures which EPA
staff; comractors, and subconmcxors must follow to safeguard CBI material. It is the consensus of the
EPA staﬁ mtcmcwed for this repon (including several staff involved in developing CBI security
, promdurs) that the level. of protection provided for TSCA CBI is equivalent to that provided to
mformauon deemed 'secret for national security purposes. Thus, the level of protection afforded TSCA
CBI cxceeds any msonably (oresmble lhrcat.

There is ample evidence that CBI security provisions are quite cffective in preventing the release of
CBIL No case has been documented in which CBI was intentionally disclosed, and the number of cases
of accidental dnsclosurc is ‘quite limited. Fewer than two dozen instances were identified in which
procedural v:olauons were of such a nature that they were likely to result in disclosure of CBI to
unauthorized persons. such as mailing materials containing CB! to the wrong submitter or discussing CBI
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at a public meeting (details are provided in Appendix E). No one has ever demonstrated that any
competitive harm has come 10 any submitter from the disclosure of CBIL. [t has been argued, both by
EPA staff and outside observers, that the degree of protection afforded to TSCA CBl is, in fact,
disproportionate to the threat of wrongful disciosure. As noted below, EPA is exploring options to
decrease unnecessary burdens on users of TSCA CBI, without lessening protection against realistic
threats to CBI security.

CBI Security Entails Direct and Indirect Costs

Safeguarding information subject to CBI claims imposes significant costs on EPA’s Office of
Pollution Prevention and Toxics, including staff efforts involved in CBI security procedures, whether
directly or by requiring extra efforts in processing information that is needed to perform regulatory
review, as well as explicit expenditures for security, duplicative information systems ranging from PCs to
mainframe computers, and extensive background investigations on individuals who must have CBI access
to do their work. ‘

It is difficult to quantify the costs to EPA of CBI security provisions, as many of the expenses
entailed in maintaining CBI security are not accounted separately by OPPT. In addition to security staff,
Document Control Officers, and Document Control Assistants within OPPT at EPA headquarters, staff
in the regional EPA offices and EPA laboratories devote significant efforts to ensuring the security of
TSCA CBL No separate rental figures are available for office space used to provide CBI secure areas,
nor is there separate accounting for CBl-approved storage containers, special locks and electronic access
control systems, or duplicate computer systems and computer security software. Neither is it possible to
quantify the cost of not being able to use low-cost grantee workers for tasks involving CBL

Moreover, CBI imposes significant changes in the work environment of OPPT stafl. Routine work
activities such as casual “hallway" discussions with colleagues, reviewing documents while riding the
Metro to work, taking notes at meetings, or writing a memo on the common office word-processor
become essentially impossible when CBI is involved. Instead, discussions must be held (only with
colleagues who have CBI clearances for the particular section of TSCA) in secure areas where there is
no chance of being overheard, documents can be reviewed only in secure environments, meeting notes
themseives become CBI documents and must be logged and guarded under lock and key, and computers
must have their memories and permanent storage media over-written after processing CBL. Even
typewriter ribbons must be secured until they are destroyed. . :

The internal cost savings that EPA could realize with respect to its regulatory efforts from decreased
CBI claims under TSCA depend critically not only on the extent of any reduction in claims, but also on
the patterns of reduction. An illustrative example is provided by the new chemicals (PMN) program.

As has been shown above, most PMN submissions entail multiple CBI claims. It does not appear to be
unusual for a PMN to have half a dozen or more CBI claims. If each such document contained only a
single claim (a reduction in total claims of more than 80%), the document would still have to be
protected using procedures substantially similar to those that would apply without any decrease in CBI
claims. Only in the case where substantial numbers of PMN submissions were ensirely free of CBI claims
would a reasonable possibility exist for freeing staff and resources from CBI procedures.

The situation seems more hopeful in other program areas, where a smaller fraction of submissions
are affected by CBI claims. In these programs, any substantial reduction in the proportion of
submissions affected by CBI claims might enable the program to be run in a manner generally free of
CBI considerations and constraints; a small subset of program staff and facilities could address the
limited number of CBl-tainted submissions.
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OPPT is Improving its Efficiency in Processing CBI

In addition 10 its efforts to reduce the amount of information for which invalid CBI claims are
made, OPPT has initiated several efforts to increase the efficiency with which it processes CBI material,
and thus reduce the burdens imposed by the need to safeguard CBI. For ‘example, a pilot program is
exploring the use of an optical disk information storage system that would enable OPPT staff to review
submissions with fewer paper documents. This would both facilitate efforts to track access to CBI, and
reduce the risk of inadvertent disclosure through mxsplaoemcnt of documents. OPPT is also negotiating
with industry to have submitters prepare all of the copies of CBI documents that OPPT requires for its
review process. | . This would reduce the equlpmcm and staff costs mvolved in assuring security while
copying CBI matcnals ‘ ; S ‘ ‘ ‘

EPA is: aplonng possnblhum for reducmg CBI secunty prowdur&s that do not prowdc meamngful
protection against realistic threats of CBI dlsclosure. For cxamplc. encryption of data exchange lines. for
Local Area Networks (LLANs) contained entirély within space controlied by EPA may not be required, .
even if such data lines pass through areas that have not been designated as. CBI secure areas; the
protection provided by dedicated electrical conduits is considered sufficient., The threat of an intruder
being able enter EPA-controlled space, tap into such data lines, and obtain: mcamngful disclosures of
CBJ, is sunply not a: rcahsuc one.

information review mvolved “m adxmmstcnng OPPT regulatory programs is such that most. staff will -
require accss to mformauon submitted under multiple sections of TSCA. For example, a routine

feature of. P} ‘ ‘by thc Agency isa sarch of 8(e) and FYI subrmssxons for nsk-rclevam

Intcmcws with EPA staff rcvaled a variety of pcmcpuons regardmg both the propomon of CBI
claims that are invalid under TSCA and the impacts of such invalid claims on EPA’s effectiveness:in
administering thc law. Some asserted that invalid claims were a serious problcm, with a number of
outrageous abus«s occumng, wmlc others maintained that CBI requirements were serving as a scapegoat
for overall OPPT resource limitations. ' Interviewees also expressed a wide variety of views on the ‘extent

to which CBI ‘qum reﬂectedfthe msutuuonal culture of EPA, as opposed to being requu'ed by the
statute. ‘

ge of opmnons cnsted ooncemed thc \unh of gcncn mt’qnnauon
' CBL' To some] extentithis

varied accordmé” to the typc”of mfo:'mauon it also reflected the quallty of the generic information
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supplied. For example, a number of interviewees (although not all) indicated that adequate generic
chemical identity ir- -mation would be almost as useful as specific chemical identities that are generally
covered by CBI clz however, almost all indicated that the generic chemical identity information
currently supplied  most submitters was essentially useless. A significant number of interviewees
indicated that for data on environmental releases, production volumes, and other exposure-relevant
information, order-of-magnitude range estimates might be nearly as useful as precise values.

As noted above, the available evidence indicates that many CBI claims were invalid at the time they
were asserted. A somewhat different problem is presented by claims that were legitimate at the time
they were asserted, but that have been rendered invalid by subsequent events. There was a widespread
consensus among interviewees that this description might apply to a significant fraction of the material
being safeguarded as'CBI by EPA- Although opinions-differed: regarding the-extent  to wvhich -one could
establish, a priori, a sunset or limitations provision for such claims, there was consensus that many CBI
claims would be dropped if there were an ongoing cost to asserting the claim.

Availability of Data Outside OPPT

Over the life of TSCA, there have been repeated criticisms of the fact that much of the data
collected under the Act are unavailable outside of OPPT. The TSCA regulatory process has been
denounced as being closed to effective outside scrutiny. Thus neither the public at large, nor relevant
interest groups, have confidence in the TSCA regulatory process. One indicator of this level of
dissatisfaction with TSCA was the public protest that accompanied EPA’s attempt to commemorate the
tenth anniversary of TSCA’s passage. :

Another criticism of TSCA CBI is that it hampers the dissemination of important information that
has been submitted 10 EPA under TSCA to regulatory authorities outside of EPA. The statute clearly
provides for the provision of TSCA data to other federal officials for the purpose of protecting health
and the environment or law enforcement (Section 14(a)(1)). However, the operating principie appears
to be that such officials will get such data only if they request it; they are not notified by EPA that
information relevant to their duties has been submitted under TSCA. Moreover, OPPT has been
insisting that such officials be explicitly issued CBI clearance. This criticism applies not only to other
federal agencies, but also to other program offices within EPA.

Other Offices Within EPA

Few of the EPA staff outside of OPPT have any familiarity with data available under TSCA.
Moreover, because there are significant difficulties associated with obtaining CBI clearance and handling
CBI data, even those EPA staff outside of OPPT who are aware of the data attempt to make use of
them. This includes regional staff, enforcement officials, research scientists, and toxics regulators in the
other program offices. ) .

Other Federal Agencies
Requests for TSCA CBI by federal officials outside of EPA appear to be limited. This appears to
represent two key factors. The first is lack of knowledge that OPPT is in possession of the information.

This was commented upon principally by OPPT staff, who noted that there were no mechanisms in place
to facilitate data passing on a routine basis. lateragency coordination groups, such as the one for
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OSHA, NIOSH®, and EPA (ONE) address TSCA policy issues, but do not serve as clearinghouses for
distribution of submissions among the agencies.

The second factor limiting access by other federal officials to TSCA CBI is the requirement that the
officials receiving the information continue to give it the same level of protection afforded by OPPT. As
one OSHA official noted, some information would be entirely useless to his program if he were not in a
position to disseminate it. This official reported several attempts to obuain TSCA CBI, all of which were
unsuccessful, because some of the information would be incorporated into a public document. In fact,
this official would have been able to use generic or categorical reports, rather than the specific data that
EPA had collected as CBI, but was unable to obtain such information. This official was particularly
struck by the fact that OPPT staff appeared to be far more concerned wuh protecting CBI than with
disseminating information that the statute enabled it to share. -

An official in another part of OSHA noted similar problems in obtaining TSCA CBL In the course
of a major rulemahng effort (promulgation of Permissible Exposure Levels), this official sought
exposure-related information possessed by OPPT. Although several OSHA staff members obtained
clearances for access to TSCA CBI, OSHA logistics precluded establishing facilities that met the security
requirements for TSCA CBI within their offices. Accordingly, OSHA staff were only able to review
TSCA CBI within the confines of the Oonﬁdcntial Business Information Center at EPA.

- More 1mportantly, in order to support its rulemaking efforts, OSHA deemed it necessary to publicly
disclose apmuwmhted mformauon, which would clearly have contravened the CBI prowsxons of
TSCA. In the end, OSHA was forced to conduct an mdependent survey of a sample of 6,000 firms, in
order to obtam data that were already in EPA’s possession. The survey obtained a response rate of
between 60 and 65 percent, l&dmg the OSHA officials to conclude that'a substantial fraction of the
TSCA CBI mey had sought was not, in fact, trade secret information bemg protected .from disclosure.
This ﬁndmg is consistent with the comparisons noted: above, in which data. that have been claimed CBI
under TSCA have been made pubuc in other contexts, and the fact that EPA’ CBI challenge efforts
have had such a high success rate.

A NIOSH ofﬁc:al reponed experiences similar to those of OSHA. Like OSHA, NIOSH has been
able to obt:un TSCA. CBI access for its staff, but the differing security procedures for trade secrets under
its regu!anons have precluded NIOSH from taking possession of TSCA CBL NIOSH officials indicated
that they obtained: duplmuve reporting from industry, using NIOSH trade secret provisions, of
information that had been submitted to EPA as CBL In another case, serious conflicts with TSCA CBI
provisions were avoided because NIOSH decided not to publish guidance documents. NIOSH' would
have been unable to publicly divulge the rationale for the guidance, because it was based on TSCA CBI.

The NIOSH official also noted a successful collaborative effort with EPA, OSHA, and a chemical
manufacturer on a chcxmcal that had been the subject of an 8(¢) notice to EPA. Joint meetings of all
parties enabled the various agencies, with the cooperation of the manufacturer, 10 achieve a mutually
satisfactory outcome. | Hawcver. the NIOSH official noted that if the manufacturer had not been
cooperatwe, NIOSH would have had serious difficulties in discharging its responsibilities. No mechanism
is in place 0 deal vmh ‘such situations; a draft Memorandum of Understanding addressing such cases was
apparently dropped when the specific situation was resolved.

U The National Institute of Occupational Safety and Health
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State Governments

State environmental programs are at least as diverse as those of EPA. As a result, they have diverse
needs for information on potentially toxic chemicals. With the exception ef data on chemicals that are
submitted to EPA prior to the introduction of the chemical into commerce, there is no reason to believe
that any of the data collected under TSCA would be in any way less relevant to state environmental
officials than to EPA staff.

The statutory language of TSCA provides an explicit, and very limited, specification of the persons to
whom TSCA CBI may be disclosed; state officials are clearly not among those covered. Recognizing
these constraints, OPPT. has .established. a Chemical Desk to attempt 10 meet the needs of state (and
regional) officials seeking information on chemicals. N '

State officials provided a wide range of opinions regarding the extent 1o which their inability to
obtain TSCA CBI impeded performance of their duties. Most indicated that they had not attempted to
obtain TSCA CBI; some indicated that this reflected the fact that they did not need the daw, while
others indicated that they did not expect to receive the data they needed.

Those state officials who indicated that they were satisfied with their ability to obtain information
that OPPT holds as TSCA CBI were primarily concerned with obuaining toxic hazard data in order to
respond to accidental releases or spills of chemicals. They generally reported receiving the information
as voluntary submissions from companies to the responsible state health or emergency response officials.
Others noted that state laws provided a mechanism to obtain data comparable to that submitted to EPA
under TSCA. It was noted as a source of potential concern, however, that state enforcement personnel
dealing with hazardous waste or water discharges, for example, would not be able to get this sort of data.
Officials were quite concerned that EPA might be setting environmental discharge conditions for
chemicals at various facilities, but not informing state officials responsible for monitoring discharges to
the environment. o ' "

One state official expressed extreme frustration over his attempts to obtain toxicity information and
related data from health and safety studies from OPPT. He indicated that OPPT staff were completely
uncooperative with his requests for information, citing CBI requirements, despite the fact that his state’s
trade secret provisions were as protective of confidentiality as those for CBI under TSCA. In the past,
his state has presented data-sharing plans to Congressional oversight commitiees, although this effort was
abandoned when TSCA reauthorization did not proceed.

Environmental Groups

Few attempts have apparently been made by public interest organizations to obtain data submitted to
EPA under TSCA. Records of FOIA requests maintained by OPPT indicate that the overwhelming
majority of such requests have come from chemical companies and law firms that frequently represent
such companies. Relatively few requests have come from public interest organizations such as
environmental groups, or from other concerned parties such as labor unions. OPPT has presumed, and
there secms little reason to doubt, that the FOLA requests from chemical companies and their
representatives probably represent an attempt to obtain information that would provide the requestor
‘with a competitive advantage.

Representatives of several nationally prominent environmental groups related their experiences with
TSCA and TSCA CBL Most- of these environmenta! groups indicated that they had never sought
information submitted under TSCA. The comment was frequently made that TSCA played little role in
any of their activities, particularly in comparison to the Clean Air Act (CAA), Clean Water Act (CWA),

i
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concerns, but rather the fact that EPA was not routinely distributing all of the non-CBI information in
8(e) submissions to them, as the Agency apparently had in earlier years. Of greatest concern, however,
was the lack of specific data covered by CBI claims, particularly the identification of specific chemical
identities, uses, or plant sites. This was judged key data to enable labor organizations 10 identify
potential risks to their members.

The labor organization officials, like the state government officials, did indicate that if they received
information to alert them to a potential problem, they bad means to obtain the data they required
independent of TSCA. These included specific provisions of collective bargaining agreements, threats of
action before the National Labor Relations Board, and threats of adverse publicity. Only one case was
-identified-in-which-an attempt.was-made.to.obtain .CBIL from. EPA. In that case, the orgamzanon had
learned that a particular chemical had adverse health effects not reported on its Material Safety Data .
Sheet. . The union wanted to determine if the chemical had been included in the TSCA Inventory, but
the data were denied, because the union oould not establish a bona fide intent to mtroduce the chcmml
into commerce. : :

EPA Rulemaking (Asbestos)

As noted in the popular press, EPA’s regulations on asbestos have recently been remanded to the
Agengcy, reflecting a judicial finding that the Agency’s approach to regulation did not adequately consider
less burdensome alternatives. Less widely known is the fact that asbestos was the first chemical, other
than those specxﬁmlly mcnuoned m statutory language, to be considered for rcgulatory action under
TSCA.

Ten years ago, EPA reqmred industry to report on uses of asbestos; large volumes of data have been
entered into' a database.| Such a largc fraction of the data were claxmed as CBI, however, that EPA has
maintained t.he enure database as conﬁdcnual.

In the nearly fifteen years that this regu!atory effort has been under way, pubhc participation has
been minimal, reﬂcctmg the fact;that EPA has been unable to publicly release the analytical documents
that support its regulatory dcasxons pamcularly with regard to asbestos economics and potential
substitute materials. This suuauon clearly illustrates the “infectious® nature of CBI, in that even
govcrnmcm-conducted analyscs that rely.on CBI materials themselves become: CBL 1t further
demonstrates the potenual for CBI claims 1o have fundamental impacts on thc regulatory procms
precludmg effective public oversight. ., !

EPA Efforts at Data Distribution

OPPT has receatly initiated the *Going Public® program, in an attempt to make its regulatory
activities more accessible to, and better understood by, the public. In many ways, this program offers the
promise to mitigate, if not eliminate, some of the criticisms that have been made of TSCA over the past
decade. OPPT staff charged with making public presentations, however, have noted that the Agency’s
own cfforts to be open with regard to its regulatory activities are being frustrated by CBI claims. A
particular case in point that was noted concerned the attempt to place 2 meaningful RM1* summary in
the public docket, for a chemical with very high aquatic toxicity, when the identity had been claimed as
CBL The generic name provided for the compound was so generic as to be useless. Several OPPT staff

1 Under the OPPT "going public* program, this represents an initial summary public report on actions
taken by the EPA to control a chemical risk.
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Safe Drinking Water Act (SDWA), Comprehensive Environmental Response, Compensation, and
Liability Act (CERCLA or Superfund), the Superfund Amendments and Reauthorization Act (SARA),
the Resource Conservation and Recovery Act (RCRA), and the Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA). Interestingly, nearly every environmental group referred us to a singie group,
and a single individual within that group, as the person to discuss TSCA. One other group did have
fairly extensive experience with the PMN program, but only with respect to biotechnology submissions.
Another interviewee noted that it had, on one occasion, requested data from a study of dioxins in 104
plants, and that OPPT suaff had been instrumental in getting CBI claims attached 1o the study
withdrawn.

The environmental group involved in reviewing biotechnoiogy has submitted a significant number of

'FOIA requests to EPA regarding PMNs. “The interviewee noted that “EPA -staff had-been-very

cooperative, but that the nature of the FOLA process, coupled with the fact that EPA does not request
substantiation of CBI claims on PMNs unal a FOILA request is received, meant that up to three years
could pass before information needed to evaluate the PMN was received. Meanwhile, EPA’s review
process had been completed, and in many cases the environmental release of genetically engineered
organisms had occurred. Thus, the process precludes any effective outside oversight of EPA's decision-
making process. The interviewee noted that in many cases, the PMN submitters had voluntarily supplied
desired data to the environmental group, because it was in their interest to do so, in order to avoid
adverse publicity. It was noted that there was, at present, no effective alternative to reliance on the
cooperation of PMN submitters.

The group (and individual) with the most TSCA experience, to whom all the other groups directed
us, indicated that it had essentially dismissed TSCA as a meaningful environmental statute, unless
significant changes were made in re-authorizing the Act. This group had had little involvement with

TSCA since 1988. For this group, CBI was only one concern among many regarding the effectiveness of

TSCA. Others include the fact that TSCA does not require even minimal safety testing for new
chemicals entering commerce, leading EPA to rely on highly speculative structure-activity predictions,
and, in particular, the susceptibility of TSCA's “unreasonable risk® standard which is subject to a variety
of distortions from “cost-benefit® analyses (EPA has recently encoumcred this problem itself, with respect
to the remand of its asbestos rulemaking).

Among the specific CBI concerns noted by this interviewee was the fact that the group could not
provide meaningful public comment on EPA’s proposed asbestos phaseout rule (see below). It was also
noted that EPA’s decision to seek substantiation of CBI claims only after a FOIA request was received
had fengthened the FOIA process to the point of ineffectiveness. The interviewee also noted that EPA
had, in promulgating CBI regulations, given an extremely broad definition of acceptable CBI claims
under Section 14(b).

Labor Organizations

Discussions with health and safety officials in organized labor indicated that, as in the case of
environmental groups, little reliance had been placed on TSCA to supply the information needed to
protect their members from risks posed by chemicais. Unlike the environmentalists, however, labor
representatives appeared to be more specifically concerned with information affected by TSCA CBL In
particular, each of the labor officials focused on the 8(c) program as particularly bearing on the concerns
of their members. Some also indicated a concern with PMN chemicals, including R&D chemicals, to
which their members might be exposed.

Each of the labor representatives commented that the publicly disseminated information from 8(e)
submissions did not contain sufficient information 10 be useful to them. In part, this did not reflect CBl
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chemicals, the United States (and the EPA) has primary responsibility for obtaining data on 20
chemicals (9 Phase I and 11 Phase II); the specific chemicals are listed in Appendix F.

A second list of chemicals for which health and safety information is critical is represented by known
human carcinogens. The Fifth Annual Report on Carcinogens (NTP 89-239), produced by the National
Toxicology Program in 1989 (the most recent such report available at the time of the study), lists 11
such chemicals or chemical classes (also listed in Appendix F).¥ The fact that these chemicals are
known to cause cancer in humans, while sufficient to identify them as being of great concern, does not
indicate that they are adequately characterized for health risks. A great deal of additional information is
needed to reliably predict risks from specific exposures.

Both lists of chemicals were submitted to OPPT, requesting data on the total number of 8(¢) and
8(d) submissions regarding the chemicals, as well as on CBI claims affecting these submissions. This
information request only addresses a small subset of the data collected by OPPT; consequently, it is
possible that EPA has additional information on these chemicals beyond that which was requested.
While this information request could fail to locate a significant fraction of the information on these
chemicals in EPA’s possession (both CBI and non-CBI), any information that was identified by, this
search request would be critical to assessing the risks posed by these chemicals. Moreover, this search
focuses on submxssmns for which CBI claims would be covered by the strict provisions of Section 14(b).

EPA's scarch retncved two Section 8(e) submissions, one cach for a mrcmogcn (bcnzcnc) and a
SIDS chemical: (octamcthyl qclotctrasuoxane) Neither of these had any associated CBI claims.  More
strikingly, the s&rch produced 60 Section 8(d) submxssxons concerning five of these chemicals, two
carcinogens (asbstos and benndme) and three SIDS chemicals (octamethyl cyclotetrasxlonnc methyl
ethyl ketone, and methyl iisobutyl ketone).

For asbestos, there“have bo;en five' ‘8(d) submissions. For three of these, all key data fields were
flagged as CBL ' For benzidine; ere were three 8(d) submissions, alf of which' had all key data fields
flagged as CBL For ‘mef yl‘ otetmsaloxane, there were 30 8(d) submissions, three of which had
CBI claims, only one of ‘which,. clauned CBI for all fields. For methyl ethyl ketone, there were 19
submissions, two of whxch clauned CBL  None of the three submissions on methyl isobutyl ketone
contained CBI claims.

It is notable that for a list of only 31 chemicals with high priority data needs, EPA was already in
possession of health and safety data submitted under Section 8(d) on five. If this success rate applied to
all 147 SIDS chemicals, one would predict that EPA had health and safety data on more than 20
chemicals. Moreover, the Agency received several submissions on most of these chemicals, and fully 30

submissions on one. Although the majority of the Section 8(d) information held by EPA on these
chemicals is not covered by CBI claims, a significant fraction (nearly a fifth of the submissions) is. This
indicates that CBI claims on health and safety studies, many of which appear to apply to material
excluded from CBI protection under Section 14(b) of TSCA, are preventing EPA from disseminating
data for which the mtemzuonal community has identified a pressing need.

1 Hexavalent chromium is one identified human carcinogen; this represents chromium in a particular
valence state, rather than a specific chemical compound. The report lists six hexavalent chromium
compounds as being of particular importance.
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expressed the view that being forced to present such incomplete information to the public was damaging
to their scientific credibility.

Limits on Information Dissemination Under TSCA

The interviews conducted for this study clearly indicate that CBI concerns have limited the
effectiveness of TSCA as a means of disseminating information on the risks posed by chemicals in
commerce. The interviews do not indicate a crisis in the availability of TSCA CBI outside of EPA,
primarily because the organizations contacted had independent means of obtaining the data that they
sought. The ability of these organizations to obtain, by other means, information that is held as CBI
under TSCA suggests that EPA is protecting this information unnecessarily. In some of the cases
discussed above, the infermation was made publicly available, indicating that it was not, in fact, CBL. In
other cases, the more stringent security provisions provided for TSCA CBI, relative to the trade secret
provisions of the Occupational Safety and Health Act, various state laws, or even voluntary
confidentiality agreements, appear to provide more protection than is deemed necessary by the
submitters of the data. Moreover, these distinctions between the security provisions of TSCA CBI and

“those of other legal authorities have lead to an increased burden on industry, in-the form of duplicative

data submissions.

However, while state and federal agencies and organized labor do appear to have access to
considerable amounts of data classified as CBI under TSCA, they still indicated concerns regarding the
reliability of these alternative means of obtaining CBL They also noted the possibility that they simply
were not becoming aware of data submitted under TSCA that would be of critical concern to them if
they knew of its existence. :

Finally, it should be noted that the general public does not have these alternative means of obtaining
access to information that is claimed as CBI under TSCA. This is of concern not only as it relates to
the intent of the framers of TSCA, but also as it may have an adverse impact on EPA’s credibility in

regulating risks under its TSCA authority.

Missed Opportunities

Another approach to determining whether CBI claims under TSCA are interfering with the
dissemination of information that is needed to protect human health and the environment is to compare
data held by EPA as CBI under TSCA with key data needs identified by EPA and other authorities.
This study identified two sets of chemicals with such critical data needs; reports were requested from
EPA both on relevant data submitted under TSCA and on the extent to which such data is affecied by
CBI claims. a8

One of these sets of chemicals comes from the SIDS (Screening Information Data Set) list of
chemicals compiled by the Organization for Economic Cooperation and Development (OECD). The
EPA represents the United States on the relevant OECD Working Group. These 147 chemicals (53 in
Phase I and 94 in Phase II) were selected by OECD because:

1. Eachis pro&uced in an OECD member country in quantities exceeding 1000 metric tonnes per
year, and
2. There is little or no available safety data for each chemical.

The goal of OECD is 10 collect and/or generate data on risks t0 human health and the environment
posed by each of these chemicals, so as 10 assess their risks by the end of 1993. Of this list of 147
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STRATEGIES FOR REDUCING THE IMPACTS;OF INAPPROPRIATE CBI CLAIMS

The language of the Toxic Substances Control Act allows broad classes of information to be claimed
as CBI, and places the burden on EPA to challenge invalid ciaims, even those that appear to directly
contradict statutory limitations. In order to issue and sustain such challenges, EPA must go through a
series of lime consuming and labor intensive steps. This inherent bias of TSCA, favoring the protection
of invalid claims over the risk of disclosing truly confidential information can only be fully addressed by
Congress. ‘

While EPA has some administrative discretion under TSCA, any attempt to use it to reduce the
number of unnecessary CBI claims on submitted information must confront the bias of the current
statute in favor of the CBI claimant. “For ‘submissions- that-do-not-qualify-as-health-and.safety.studies
covered by Section 14(b), any information deemed confidential by the submitter must be individuaily
challenged, a condition that contrasts markedly with the trade secret provisions of more recent statutes.
Thus, for any such claim, EPA must at least notify the submitter that it intends to deny a CBI claim,
and consider attempts by the submitter to substantiate the claim. While it can be argued that EPA has,
until recently, made it easier than necessary for submitters to assert CBI claims, it remains true that
when EPA challenges a CBI claim, it must match or exceed the efforts expended by the submitter in
defending the claim. Under the current statutory language, the ability of industry to ‘generate |
meaningless or boilerplate “substantiation® will always exceed EPA's ability to review such materials.

Congressional Options
Class Determinations

. One of the most direct approaches to resolving the imbalance produced by the current statutory
requirement for EPA to consider each individual CBI claim, regardless of merit, would be to grant EPA
the authority to make class determinations of what will and will not be accepted as CBI and/or the
nature of the substantiation that is required for different types of data. This would enable the Agency to
preciude frivolous or clearly invalid claims at the time of submission. Without such authority, EPA is
relegated to chipping away at the deluge of CBI claims with a series of narrow ad-hoc actions to
declassify information after the fact. To the extent that Congress has not provided explicit statutory
guidance, EPA would presumably make its own class determinations with notice and comment.

Adopt the Successful EPCRA Trade Secret Framework

As noted above in the comparison between reporting under TSCA and EPCRA, the stringent
requirements for asserting trade secret claims under EPCRA have lead to a2 much lower claim rate than
that seen for TSCA CBI, and have not caused submitters to be harmed by disclosure of truly confidential
" information. The key distinguishing features of EPCRA are:

« “Up-front" substantiation (ie. at the time a claim is asserted)

« Signed by High Level Official

o Significant Penalties for False Claims

« A narrow definition of allowable claims, with a requirement for disclosure of generic information
on claimed information (so the public knows what is covered by confidentiality claims).
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EXCESSIVE CBI FRUSTRATES THE INTENT OF TSCA

The legislative history of TSCA presented earlier in this report, and the statutory language of
Section 14(b), make jt quite clear that Congress intended to limit CBI claims with respect to information
bearing on health and safety concerns. Until very recently, EPA practices provided CBI protection as a
matter of course, rather than routinely reviewing claims to ensure that they could be substantiated.
Indeed, entire classes of data that appear to be denied protection under statutory language have been
treated as CBI. With the exception of the recently initiated process for reviewing 8(d) and 8(e) claims,
the only meaningful check on CBI claims is the goodwill of submitters.

Vast amounts of data covered by CBI claims have been collected by EPA over the past decade. As
indicated both by EPA’s recently initiated challenge effort and by comparison to reporting under other
statutes, many of these CBI claims appear-to-be invalid. - ‘This-huge quaatity -of .CBl.data has imposed
significant transaction costs upon EPA. ‘

Attempts to find persons or organizations outside of OPPT that are making any significant use of
TSCA data have proven unsuccessful. Most individuals, inside and outside of government, who indicated
that they had attempted to obtain TSCA data from OPPT noted that they had been frustrated in their
efforts. It is reasonable to conclude that the (realistic) perception that it is difficult to obtain data that
have been submitted to EPA under TSCA is a significant factor in the failure of TSCA to serve as a
means of disseminating information on the risks posed by toxic chemicals. Some of the data held as CBI
by EPA are needed to meet pressing demands for health and safety information on chemicals with high

exposure potential.

The lack of access to TSCA CBI outside of OPPT has potentially detrimental effects on public
health and safety in several ways. First, there is no way for the outside scientific community to review
the risk assessment decisions made within OPPT. While there is no reason to doubt the competence of
OPPT scientists, limited data access results-in limited review. As an example, the structure-activity
prediction methods used by OPPT scientists depend to a significant extent upon CBI data; they therefore
can not be fully evaluated by outside scientists. Neither can an outside organization elect to test OPPT
hazard and risk predictions, because the information needed to select appropriate chemicals and toxicity
testing methods is covered by CBI claims.

Other organizations, inside and outside of government, that could play a significant role in reducing
exposures to and risks from toxic chemicals, do not receive relevant information from OPPT. Thus,
OSHA is not provided with information in a form it could use for promulgating worker protection
standards, and labor unions are unable to wamn their members or to raise toxicity concerns in the context
of collective bargaining. Consumer and environmental groups are not able to address specxﬁc toxic
chemicals to which may threaten human health or the environment.

Lastly, current procedures for implemcnﬁng TSCA CBI have not provided, to the individual citizen,
in Senator Hartke's words: "the right to know what is in store as far as the toxicity of chemicals is
concerned.”
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Such an approach, under Section 14(b) of the turréh(’statite, would enable EPA 10 release much of
the information of greatest interest to other agencies (federal and state) and the public, namely risk-
related information directly associated with a specific chemical. Itis possible that industry would respond
with blanket assertions that chemical identity reveals processes. In this case, EPA would need
knowledgeable technical staff in numbers sufficient to counter such a paper onslaught. EPA remains
under obligation to notify the submitter individually in advance of CBI disclosure, if the submitter
responds to a request for substantiation.

EPA could take a similar stand with regard to other categories of information that it does not
believe to be entitled to protection as CBL  In addition, it would be wise to identify those additional
classes of data which have a significant probability of not being sustainable as CBI (e.g. the identity of a
chemical ‘no ‘longer-produced-by- the-submitter-or-exposures to-a-chemical-more.than.five years ago.)

While development of such a framework may take some effort on the part of OPPT, such a
framework can be used by the Agency as part of any discussions with industry (see below), to guide
challenges by the staff, and develop other: policies (e.g. fees [see below]). Moreover, EPA should be
prepared with such a policy wcwpomt should Congress decide to make some class determinations on a
statutory basis. L )

*Jaw Bom"ng' 3

Through programs such as 33/50 and the Air Toxics Voluntary Reductions Program, EPA has
demonstrated  the' potenual for effective voluntary actions on the pant of industry. Industry groups have
also made pnblxc statements of commitment to meaningful disclosure, such as CMA’s R&spons:ble Care
Program. - This would lead one to expect that reasonable requests by the Agency to minimize
unnecessary (CBI claims are likely to be given serious consideration. If such public commitments could
be obtained from industry, there are strong incentives for the regulated community to abide by them.

Experience to date indicates that, to be most effective, such “jawboning” efforts would need to be
conducted at a high level. Like the aforementioned programs seeking voluntary actions by industry,
efforts to obtain voluntary reducuons in CBI claims should probably be well publicized by the Agency
and cooperating industries. An open question is whether incentives for industry cooperation, such as the
incentive to reduce emissions provided by the public dissemination of TRI emissions data, exist for
excessive CBI claims.

Get Tough on Egregious Cases

As noted above, the federal government has statutory authority to seek either civil or criminal
penalties against persons who knowingly submit false information. EPA has never yet sought any
penalties for the submission of invalid CBI claims, no matter how egregiously inappropriate. Selective
prosecutions, well publicized, could increase the perceived costs of submitting invalid CBI claims. This
approach could also be used to “backstop® other initiatives to induce more appropriate CBI claim
behavior. As a tool to facilitate this process, EPA could require CBI claimants to sign certification
statemeats regardmg the accuracy of informatioa submitted in support of CBI claims.

This approach does not address legitimate disagreements, such as a situation in which the statements
made in support of the claim are true, and yet the claim is not valid under the statute (eg.
disagreements over whether or not a given data set represeats 2 health and safety study). Addressing
these situations requires EPA to provide clearer specifications of legitimate and invalid claims. Also,
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Authorize Sharing of TSCA CBI with State Governmenis

The current statutory language of TSCA clearly does not provide for the sharing of CBI with
officials of state governments, but only with other federal officials. A modification of TSCA to permit
such sharing would address the needs of one critical group of potential users of TSCA data for whom
access is currently precluded. Providing state government officials with access to TSCA CBI would
presumably enable them to act to control potential risks from chemicals subject to TSCA reporting,
using their authorities under state law. This would provide the public with another line of defense
against such risks. As state officials are fully as capable as EPA of protecting trade secret information,
no threat to the security of legitimately confidential information would arise. In itself, this modification
of TSCA would not do anything to reduce excessive CBI claims, but could mitigate their impacts. The
experiences reported above regarding-current-data sharing between EPA. and.other. federal agencies
suggest that, in order to be effective, procedures for data sharing should incorporate routine notification
of both state and federal officials that EPA is in possession of poteatially relevant data.

Establish Additional Guidance

EPA would be helped by as much Congressional guidance or specification as possible of the types of
information that could, and could not, legitimately be claimed as CBI in submissions under TSCA.
Congress could also, independently, provide further specifications to EPA of the conditions under which
a potentially valid claim would, or would not, be acceptable. For example, Congress could explicitly
incorporate "sunset® provisions on CBI claims, or specify routine periods for re-substantiation of claims.
Alternatively, the language of Section 14(b) couid be amended to make it absolutely explicit that CBI
claims could not be asserted on chemical identity in such submissions. Such specific statutory language
would preclude possibly extended rulemaking procedures and judicial confrontauons over class
determinations proposed by EPA.

EPA» Options Whether or Not Congress Acts

EPA does have alternatives available to it to limit inappropriate CBI claims, which would
supplement Congressional action. These actions by EPA would also have some salutary effects even in
the absence of Congressional action.

\

Class Determinations

Whether or not there is any change in statutory authority, EPA would be wise to clearly specify
those classes of information that it believes do not meet current TSCA criteria for confidentiality. For
cmmplc, as noted above, OPPT legal analysts have determined that much of the information received by
EPA is subject to the strict limitations on CBI claims enumerated by Section 14(b) of TSCA. The
Agency could either endorse or reject this analysis. -

If it so decided, EPA could simply put submitters on notice (pcrhaps via the Federal Register) that
henceforth it would be employing the broad definition of health and safety studies specified in the law

- and regulations, and restricting CBI claims on those studies to the specific types of information

permitted under the statutory language of Section 14(b). This would eliminate a substantial fraction of
the claims documented in preceding sections of this report. OPPT attorneys have pointed out that the
decision in Teich vs. FDA is supportive of this sort of action by a regulatory agency. '

1
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establish such a requirement would require EPA 10 go thtough 4 difficult, potentially uime consuming,
and uncertain rulemaking process.

Moreover, this policy would only be effective to the extent that EPA could muster the staff resources
to review a meaningful set of substantiation documents. As OPPT staff have noted, challenging a claim
is a labor-intensive process. Submitters can be expected to provide meaningful substantiation of their
CBI claims only to the extent that there is a realistic expectation that their substantiation materials will
be reviewed. It may or may not be possible to implement a selective, yet unpredictable, review process,
in a manner analogous to IRS audits.

Sunsets/Resubstantiation

There was a widespread consensus among persons contacted in this study that many data elements
for which a valid CBI claim had been asserted would not require CBI protection at some later date.
There was far less consensus regarding the feasibility of developing a workable "sunset® provision for
such claims. This approach provides the benefit of the doubt for submissions where there is a prima
facie case that CBI protection is warranted (e.g. on new chemicals not yet marketed), and is explicitly
supported by Executive Order 12600 (June 23, 1987), for information submitted after January 1, 1988. A
key advantage of this approach, if it can be made to apply to earlier submissions, is that it would
automatically eliminate EPA's CBI backlog, unlike many other alternatives. However, requirements to
provide individual notice prior to revealing material claimed as CBI make it difficult to institute sunset
provisions without statutory change.

EPA might have better success with periodic re-substantiation, which allows submitters to maintain
CBI claims as needed, but drops protection for those that are no longer substantiated. EPA’s Office of
General Counsel has determined that whenever a business has failed to furnish comments in response (0
a request for substantiation by the specified due date, the information covered by the CBI claim can be
made public by OPPT without any further notice to the submitter or approval by OGC (Class
Determination 1-85). This would appear to provide the necessary basis for a comparatively automatic
declassification system. As in the case of pesticide re-registrations under FIFRA, submitters would have
to make a posmve effort (if only the submission of routine substantiation materials) to maintain their
CBI claims. This is a rclauvcly small cost to maintin these claims.

FeuanBIaainuBMM Class Determinations

Fees for TSCA CBI claims represent another mechanism to discourage unnecessary claims by
unposmg‘ costs on the submitter. In this case, the costs imposed would be direct, rather than in terms of
increased cffort or risk of penalty. The particular fee imposed could be selected to reflect EPA’s degree
of interest in public dissemination of the data, or the strength of the statutory prejudice against a
particular class of claim.

This is one of the simplest mechanisms for imposing costs for frivolous submissions, and may
motivate the review of CBI claims by corporate management (much as the economic losses represented
by TRI emissions seem to have lead to a de-compartmentalization of corporate evaluations). If treated
. as a special "user fee,” which seems entirely reasonable, this could also help to provide OPPT with the
resources needed to review CBI claims and safeguard legitimate CBL. EPA’s success in instituting a
PMN processing fee scems to offer promise that this could be implemented without excessive difficulty.
Open issues involve the question of whether a fee structure could be devised that is both effective and
considered reasonable by submitters.’
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adding a certification statement section to reporting forms will involve a possibly extensive review
process.

Eliminate Overly Burdensome Administration of CBI
As noted above, OPPT is alrcady} taking steps to decrease the administrative burdens imposed on it
by CBI requiremeats. Many of these address internal EPA costs, but would not provide for greater

access to data outside of OPPT. One avenue to approach would be memoranda of understanding with
other federal agencies to facilitate data sharing.

EPA Options if Congress Does Not Act

If Congress does not amend TSCA, there are additional actions that EPA could take to further
discourage invalid CBI claims. Most of these would be superseded by the statutory changes discussed
above.

Report Cards

One suggestion for increasing the incentives for submitters to assert as few CBI claims as possible is
for EPA to publish a *report card® indicating for each submitter the number of submissions, the number
of CBI claims, and perhaps the number of challenges issued on these claims. The idea is that companies
making few claims would be rewarded by public acknowledgement of their openness, and public pressure
would incline submitters to reveal as much information as possible. This reasoning anticipates effects
that parallel those that have been observed in chemical industry behavior as a consequence of the public
release of TRI data. It is rot clear that this represents a strong incentive.

Reporting of Aggregates and Generic Data

As noted above, when specific information is claimed as CBI, it is often possible to obtain generic
information regarding the same data elements. The quality of such generic information obtained thus far
has been called into question (se¢ Appendix B). EPA could further strengthen such generic reporting be
analyzing its databases and reporting aggregated data in a form that would obscure specific CBI data
elements. Such an approach does not rely on any changes in submitter behavior, but is entirely within
EPA control. However, it has been forcefully argued that generic information is inadequate for many
purpases, and some have questioned the ability of data aggregation techniques to adequately protect CBI
when only a limited number of submissions have been received.

*Up-frons* Substantiation

While both statutory and regulatory language appear to place the burden of substantiating CBI
claims on the submitter, the onus is on EPA to challeage claims and/or demand substantiation. Under
most of the reporting provisions of TSCA, EPA has not asked companies to substantiate CBI claims
upon submission. Thus, companies have been free to make broad claims, and EPA has had to employ a
post-facto challenge process, as with 8(d) and 8(c) submissions. The one exception was for new chemical
Premanufacture Notifications under the interim reporting requirements in effect until 1983. After the
removal of this requirement, the amount of CBI submissions increased significantly. Experience with
EPCRA also suggests that up-front substantiation requirements can reduce confidentiality claims. To re-
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All available administrative options to discoutage the. :assertion of invalid CBI claims are likely to
impose significant costs on OPPT, at least in the short term. Any change from current policies, even
those that require no change from published regulations, seems likely to encounter inertia, if not
hostility, on the part of submitters. The current policy of leniency regarding CBI claims, notwithstanding
fairly strict regulatory language, appears to have been in effect almost from TSCA’s inception. Thus, no
change in policy seems likely to succeed unless it is accompanied by a corresponding effort to review and
challenge CBI claims. Once submitters become accustomed to revised procedures, it may be possible to
reduce the resources allocated to challenging invalid claims.

A first priority would appear to be the need to clarify the implementation of Section 14(b) of TSCA
through the explicit specification of guidelines (and perhaps clarification of regulatory or statutory
language) regarding information that the Agency will treat as a health and safety study subject to that
‘section. "Because’ much ‘of the-data-of greatest-potential-use outside-the Agency represent submissions
that appear to fall under this section, strict enforcement of the limitations-on CBI claims under Section
14(b) might eliminate a significant aumber of negative consequences of invalid claims. A firm stand on
these statutory limitations to CBI claims would appear to offer greater promise than more general
attempts to impose costs for submmmg invalid claims. This option may or may not require formal
. rulemaking; an cxplxcxt statutory clarification could greatly facilitate this revision. If necessitated by
connnumg submissions of large numbers of excluded claims, this policy could be backed by penalty

provisions' (which appear to. require the promulgauon of néw rule(s)). ‘ ;1 ;,;. ‘ |

EPA appears to have numerous options to discourage invalid or frivolous CBI claims in the future.
While some of these require néither regulatory nor legislative action, all entail significant expenditure of
resources.. Reducing the flow of invalid CBI claims will not, however, address the pmblem of claims
submitted in the past. Data have been accumulating in EPA files for more than:a decade. In order to
address thesc data, EPA faces a truly massive commitment of effort to review and | challenge activities. It
may lack the resources to make such a commitment. The declassification of these data- mxght be more
effecnvcly pursued through cxphcxt lcglslauvc language in a rcauthonzanon of TSCA.

i
Cor
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CONCLUSIONS

A vast amount of information has been submitted to EPA under TSCA since the compilation of the
original TSCA Inventory. A significant fraction of this information (50 percent or more) has been
subject to CBI claims. The proportion of data submitted under TSCA that is covered by CBI claims is
much greater than that for data submitted under other statutes that collect comparable information, but
impose more stringent requirements for asserting confidentiality claims.

While it is impossible to establish the validity of any individual CBI claim without examining the
materials provided to substantiate that claim, all available evidence supports the proposition that much
of the information covered by CBI claims is not legitimately entitled to protection as TSCA CBL

« For those cases in which a direct comparison can be made to substantially identical information
reported under TSCA and under EPCRA, the CBI claim rate under TSCA is ar least 10 times
higher than the rate of trade secret claims under EPCRA; more probably, the claim rate is more
than a thousand times higher under TSCA.

« In those cases where EPA has had the resources to evaluate individual CBI claims, it has
determined that a significant fraction of the submissions (up to 50 percent or more of Section
8(e) filings) contained invalid CBI claims. When submitters of these claims were challenged,
EPA prevailed in every case.

o Legal analyses by OPPT attorneys indicate that EPA has historically accepted CBI claims on
data clements that are not entitled to protection as CBI under the statutory language of Section
14(b) of TSCA. Existing regulatory language, as well as the statute and the legislative history,
supports this analysis.

Under existing procedures, EPA has no effective control oa invalid or even frivolous claims, with the
single exception of the recently initiated program to review 8(d) and 8(¢) submissions. Curreatly
available staff resources do not permit any significant expansion of this program, and anticipated
increases in 8(¢) submissions may exceed available resources. EPA practices for safeguarding CBI have
effectively prevented damage to submitters from disclosure, but EPA appears 10 be providing protection
10 a considerable body of data that is not entitled to such protection; thus resources that could be
applied to the protection of legitimate trade secret information are presumably being diverted for the
protection of frivolous claims. Notification provisions in the statute further complicate the process of
disclosing data that have been inappropriately claimed to be CBL Because EPA’s ability to winnow valid
CBI claims from frivolous claims, once the claim has been asserted, is limited, EPA may wish to
concentrate its resources on devising means of discouraging the submission of invalid CBI claims.

In addition to the costs imposed by invalid CBI claims on OPPT internal functioning, the data
covered by invalid CBI claims represent a valuable resource that could further the purposes of TSCA if
they could be more widely disseminated. Wider dissemination of this information would fulfill TSCA’s
intent of allowing the public to make informed decisions regarding chemical risks, and allowing market
forces to remove unnecessarily risky chemicals from commerce. Public interest groups, other federal
agencies, and statc governments have all indicated that TSCA data could be very useful in their efforts
to protect human health and the environment, if not protected by CBI claims. TSCA data could
represent a major information source to improve the scieatific foundations of toxicology and risk
assessment. Lastly, EPA’s own efforts to make 1ts decisions more comprehensible to the public would
also be considerably facilitated by the removal of invahid CBI claims that obscure the reasoning
underlying Agency actions.
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PMN Submissions - Chemical Identity Claimed as CBI
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Submissions - Overall CB1 Claims
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8(e) Submissions - Overall CBI Claims
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Section 8(d) Submissions - Chemical Identity Claimed CBI
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Section 4(c) Submissions - Overall C8! Claims
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Section 6 Submissions - Overall CB! Claims
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Table 1

j i TR} Forms ! IPAIR Forms
CAS NO. JCHEMICAL NAME 1 Producers Losses Percentage
i Total / imponters Total Claimed CBI cal
67-721 Hexachloroethane 2 8 S 3 60.00%
71-55-6 1,1, 1-Trichloroethane 3.633 17 9 7 77.78%
75-09-2 Dichioromethane 1,567 20 10 6 60.00%
75-21-8 Ethylene oxide 200 16 19 17 89.47%
75-56-9 Propylene oxide 123 7 6 6] 100.00%
77474 Hexachlorocyclopentadiene 5 3 2 o) 0.00%
77-78-1 Dimethy! sulfate 32 4 2 2| 100.00%
78-87-5 1,2-Dichloropropane 12 3 3 3] 100.00%
79-00-5 1,1,2-Trichloroethane 29 8 3 0 0.00%
80-62-6 Methy! methacrylate 215 8 s S| 100.00%
84-66-2 Diethy! phthalate 31 4 2 2{ 100.00%
84-74-2 Dibutyt phthalate 122 8 7 5 71.43%
92-524 Biphenyi 174 17 7 4 57.14%
95-50-1 1,2-Dichlorobenzene 45 4 4 4| 100.00%
95-80-7 2.4-Diaminotoluene 2 1 4 3 75.00%
96-09-3 Styrene oxide 6 1 1 1] 100.00%
98-82-8 Cumene 115 13 15 5] 33.33%
98-87-3 Benzal chioride 3 2 1 1| 100.00%
98-884 Benzoyl chioride 21 3 3 2] 66.67%
100-41-4 Ethylbenzene 534 54 29 11 37.93%
100-42-S Styrene 1,138 45 15 7 46.67%
10044-7| {Benzyl chioride S0 3 3 3] 100.00%
101-77-9 4,4'-Methyenedianiiine 30 8 9 6] 66.67%
106-46-7 1,4-Dichlorobenzene 23 6 6 5i . 83.33%
106-88-7 1,2-Butylene oxide 2 2 0 0.00%
106-89-8 Epichiorohydrin 79 6 3 1 33.33%
108-88-3 Toluene 3,704 106 67 21 31.34%
108-90-7 Chiorobenzene 66 9 5 S| 100.00%
117-81-7 Di-(2-ethythexyf) phthalate 270 12] . 9 6] 66.67%
117-84-0 n-Dioctyl phthalate 84 3 3 2| 66.67%
120-82-1 1,2,4-Trichlorobenzene 56 9 3 3| 100.00%
123-31-9 Hydroquinone . 61! 6 8 1 12.50%
126-99-8| |Chioroprene ) 15 6 5 3] 60.00%
131-113 Dimethyl phthaiate 6 4 3 75.00%
615-05-4| |24-Diaminoanisole 1 1 0 0.00%
7440-36-0 Antimony 13¢ 7 7 3| 42.86%
7664393 |Hydrogen fiuoride ) 271 15 3] 20.00%
Lo
TOTAL|  13.164] 463 302 159|  52.65%
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NOTICE

Mj |

4( "0110

PREMANUFACTURE

FOR NEW CHEMICAL SUBSTANCES

AGENCY USE ONLY

Dwte of recmpn

DOCUMENT CONTROL OFFICER

US.EPA.
401 M STREET, 5W
WASHINGTON, D.C 20460

OFFICE OF TOXIC SUBSTANCES, T5-7%0

Enter the total number of pages

in the Premanufacture Notice

Document conarol auavwer EPA case nusnber

GENERAL INSTRUCTIONS

I [

TS-

*Yoa must provide sll lnfmﬂcn requesed in this form w the cxtent that it {s known to or reasonably ascrrinable by you.

Make ressonsbie estimmates if you do oot have acraal daca

* Before you complen this form, you should read the “Inseracrions Manual for Premanafacturs Notificatioa” (Insauctions Manual).
*If a user fee has been remitted for this nodar (40 CFR 700.45). indicaee in the TS baxes above the TS-aser fee identificarion
namber you have generated. Remember, your user fee [D aumber must slso appesr on your cxtresponding fee remicance.

Part | - CENERAL INPFORMATION

You munt previde the chamicl identity of the sew chemical
sebsmna, rva if you clalm the Wieniity & amiidendad You may
ssthariis mather puravs o submit the daniity foc you. but youwr
sabuimicn will set be cvmplete snd review will ast bagis satll
EPA v this injormation, A latiar of seppert om mather
shoald rrfu yeoar TS wney fus identificatios aambec

Lg

TEST DATA AND OTHER DATA

You are required te subait al] bent dats is your pumension oc ciagel
and w provide s dmcipien of Al other dots kaows W oc remoesdly
wcrisissblie by you if hase data ase misted W the beilth md
avivemcuinl cffects of he manelntun, proamisg, dltcibetion
s ounax, me, of dispmal of the sew chemical sabstrnca. Stmndand
iitarstum citations way e ssbmisted for dats s the open saiemiific

" Uterstase. Complate tant data (wuittrn i Eaglish), st sammarien of data.

Part I - HUMAN EXPOSURE AND ENVIRONMENTAL RELEAST

You may sand additinasl copies of past [I, sectivas A and § if thare

are sevarsi muanefacture, precmsiag, 6¢ 050 sparmtiens tha yeu will
decriss i the poticn. You shonld nepredac them sectisus & senied

Part (11 - UIST OF ATTACHMENTS

You sheuid stach sdditinnal shanis tf you do st Lave mough pan

o8 the form ¢ saswer & quastisg fully. Label each @etlacation shant
with the correspoediag suction baading. [a past O list thane stachmenta,
ASY et data ov sthar daa and sy optional nfvcmation that you lacisde
ia e seticn.

OFTIONAL INFORMATION

Yeou nay iacieds s the seticn ary injecnacive that you want EPA »
cresider & evalaming the sew substancn.  The lastrections Man sl
idantifun calageties of spticnsl information that you sagy want EPA
review. Ou page 11 of this fenm, space bas bemn pveidatd for yos o
dmcribe poliution m.l-ydhghb--y--qun
regardiag the arw sabstason.

Sindiag Optinan (s evdar o affndivaly bupiamet dok nasrgraast

optiens. EPA msy wish o cnsndin B9 anthecity andar sxtiow Xe! 0 make
s saroas o your aslinond & we, padacdie velane. protative
quipmat mi/or procuy damigtion Leagally Vinding and avisrcamdic

U you winh o (aitiese onch dimmmuivas writh e EPA, praciaety d@cribe thane
mpecs ia this seticy delraminly designed to pastact spainst sarasen obie nak
W hemm healk) or the exvimanast and indices year willlageem w Ve booad
o the approprisie wassments ¥y natideg 0O 18 the bunms provided. Sheald the
Aguncy wiak tu pumns this eption, you will be asstacnd by ae EPA sail puesa

CONFIDENTIALITY CLADMS

Yoo msy daim any taformation in this scticn @ cvefidential Te mern s
cee en e fom, aack 00 the aefidantied bex oot W the ialormanss
that you daim s ceunfidential Te amart 2 claim ts & mtacheant. Grde
o brackst the nfermatios you daim o cufdatial If you dam
isformaies i the saticn = aliéantisl, you Bt provide s amitu
veaion of (he setica, inciedieg muhacun » EPA Wb posr
sebmimicn. Foc addittonsl latrecions se deimiag leferndies &
coufdastial, raatd the laareciions Mansal

D Mk 00 if aoy (aformation is this soticr & dalmad ;. @sideanel

went be subained if they do sat sypesr o the oprn Ikermture. Following
are euampies of tont dats nd ather data. You shoald sebmit hee

data scarding @ the rquirenents of Mdhch---hcqm
u-a-:-nh«ocnram

TatDam S Appandix A of the lastreaiens Maneal and the Physical snd
Mfmwm-‘lﬂmcdﬂhhﬂ {ecesampies ot
das ® be sbmitand).

g~

m“:m D"' D"‘
 tvmniidtenim ] Y= ] ™

. PhysalCianicl Prpetie D Yoo D Ne
Othar dma D Yo D Ne

¢ Risk ssmmenis

* Swecua/ativiey nistisechips

* Tant dta aat i the pumaming or erwl of the sebmitter

TYPE OF NOTICX

O nex

CONSOUDATED PMN - ¢ OF QEMICALS
Crestics Conmenicaton ¢ reqeisad, aater § o8 poge N

[ svun cignitican Mew Use Mottt

O eoreraniats - AS DD AT @ CR 7.0
Onen e rasatag tranpase
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{

16U reporang o den for Bus collecnon of nformadon B S©AMed 10 average 110 houn par reIPonse WNAULNG BIE 10¢ reviewing P31 ACNONS
arching existing data sources, gathering and mainuuung the daua neaded. and compictng and renemng the collecton of nformation Send
aunan s regarding the burden extimate or any ouher Zvpect of thus collecton of wformanon, ncluding suggeItons for feduang thu burden,
Quet, Informadan Policy Branch, PM-223. US. Environmentl Protection Agency, 40t M. St S.W ., Washuingtoa. D C. 20460, and to the Office of

{anagement and Budget Pepmrwork Reducton Act (2070-0012). W ashungron. D C. 20500,
CERTIFICATION

_—

-

{ certify that to the bast of my knowledge and belief:

1. Thecompany named in Part i, section A, subsection 1a of this notice form intends to manufacture or imdort fora -
commercial purpose, other than in small quantities solely for research and development, the substance identified in

Part |, Secdon B.
2 All information provided in this notice is complete and aruthful as of the date of submission.

3. lam submitting with this notice all test data in my possession or control and a description of all other data known to
or reasonably ascertainable by me as required by §720.50 of the Premanufacture Notification Rule.

Additional Certification Statements:

{f you are submitting a PMN, (including a polyuia' exemption notice in accordance with 40 CFR 723.250), Intermediate
PMN, Consolidared PMN, or SNUN, check the following user fee certification statement that applies:

[J The Company named in Part |, Section A has remitted the fee specified in 40 CFR 700.45 (), or

d ‘n'nCompmymmdtnPanLS-ui:tAhamuhuinesamuﬂeibGRm.cmdhsmhnd '
a fee of S100 in accordance with 40 CFR 700.45 (). ‘
If you are submitting a polymer exemption notice in accordance with 40 CFR 723250, check the following:

O The new chemical substance meets the definition of polymez, is not speciSically excluded from the exemption,
and meets the conditions of the exemption.

{f you are submitting 2 low volume exemption application in accordance with 40 CFR 723.50, check the following
certification statements: ,
[J The manufacturer submitting this notice intends ¢ manufacture or import the new chemical substance for
mmmmmmmnmiﬁawmybrmrdtuudmmundcums
of 40 CFR723.50. :

[ The manufacturer is tamiliar with the serms of this monmmmmmmu
g The new chemical substance for which the notice is submitted meets all applicable exemprion conditions.

X
-

The acturacy of the stements you make in this actice shoubd rek vour best predicion of e anticipeted facs regarding the chemial
subance dexribed herein. mmu-mmmm.wmncwpwywnuwclm Contrdential

Signature and title of Authorized Official (Orviginal Signsture Required) Date

Signature of agent - (f applicable) Date

FORM EPA 7710-25 (1 /04/91) Page 2

)
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Part | = GENERAL INFORMATION

? Secuon A — SUBMITTER [DENTIFICATION - - |
Marx 0Q the ‘Confidengal” bor nest 1o any subsectnon you claum as conhdenagal

Name of sutharized of icyal y Tiue
i 1a Permon
‘ Sutmrtang
i Noace ompany
wnUs)
Maung sddremw (number and sgeet)
Gity. Sate. ZP Code
d. 'Agem o, Name of authonzed offical
applucable) i
Company
Maling addrems (number and sareet)
Gry. Sate. ZIP Code Ara Code Number
Telephone \
; ]
¢ If you are subminting this notice as part of & pint submisson. mark (X) this box. )D
fount Name of suthonzed official I Title
Suboune |
(J applcable) ' !
Coapany
Maling addrem (number and soreet)
Ciry, State, ZP Code | . Ares Code Number
Telephone '
2 Techrual Name . Tive
Contact . '
(n US) :
Comnpany
Maling saddres (number snd soeet)
City, S, ZP Code . . AreaCode ., Numbe
! Telephone | R !
3 U you have had a prenctas esmmmmricanion (PO) concerning '~ v ne
and EPA asmgned a PC MNusshar 1 the notice, entar the nusr o Mark (X o i I
- U none
i U you have suboufiad sn exenpuon notioe/ spplicaton tor .
the chemical subsance coverwd by this notice. enter the ere—_ - Mark 00 > [
number asmgnad by EPA. If you have withdrawn & previow - - ) ‘ ¢ none
submtted PMN enter the PMN number. > |
5 If you have submitted 2 bona AAde request for the cheucal sutr .- ¢ i . Mark (X) —
— -
covered by thus nouce. enter U bona fide reques numbder axs. - < J none —
by EPA —
T T R
Manwixturc 1 import [}
- i
rb TVWO‘NOOQ Mark (X} m, ¥ O“‘Y 1 . D 8
Bundung Upie- ! BurdungOpnon !
Mark 10} 'L Mask is) :
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{— Partl — GENERKL INFORMATION — Continued

Fsccdon B — CHEMICAL IDENTITY INFORMATION

Mk (X the 'Can.ﬁdauu.l box next to any ttem you daim as condidental

Complem either tomm 1 (Clase } or 2 rabeancds) or 2 (Polymers) as appropriace. Complete sl other wteons.

U another persan will submit chemical identiy, informaton for you (for ativer item 1 or 2), mark (X) the box at the ngml,
{denaly the nazhe company, and address of that person \n a contnuagon sheet ——— D

Coarir-
dential

1. Clase 1 ar 2 chanial sabstamces (for definitions of a38, 1 and Class 2 substances, see the [nsauctions Manual)
a Class of substance ~ Mark 00 [ toor 2 [ ] cum:

MWWyCASclUPAij-w

[ muadnhrmuudeASRnpnNumbc(ilhr-ﬂ

; - CAS ¢
d For s classe 1 substance, provide a scrucnaral For a clase 2 subsaance -~ (1) List the immedise precursor substances with thas
respactive CAS Registry Numbers. ) Describe mﬁ&nmﬂucm@h&cﬂhmgdmpmﬁmmdm
typical compasttion (where appropriate). (0 a reprasentative struchural disgram Gf possidle).

- e ——
————e —

D Mark 00 this box if you artach s contrrustion sheet.

FORM EPA 7710-25 (1/04/91) ‘ Page ¢
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L Part | — GENERAL INFORMATION — Continued

p Section B — CHEMICAL IDENTITY INFORMATION — Continued

rﬁ
1 Polymas (For a definition of palymer, ses the Lastaructions Maaaal)

1 ldicate the number-sversge waight of the Jowest molecular weight compasition of the polymer you intend to manufacture.
Incicate marxigrum weight parownt of low molecular waght speaes (nok induduang residual Monomery. reactants. or solvents) below

300 and beiow 1,000 malecular weight of that compannon. Describe the svwethods o meamrement oc the bases (or yous
esnmates. o Oxhar D Wyr

- lowent number sverage tolecular waght

- pangwum waght % bdow 500 molecsier weight
- maxdmum waght % beiow 1000 solecilar weight
| T Mark 00 this box if you atach a continuation aheet

Conf1-
dennali
P ———
e ————

b. Ywmunukcmumﬁdqu&mshrmumwmmy axmpasition informagon, and residual
information. Mark OQ the “Confidential” box next to any item you daim a3 confidential.

Q) = Mark CO this column if entry in cohuma (1) ts confidential.
) - (ndicam the typical weight peroent of each manomer or other resctant in the palymer.

polymer description oa the TSCA Chemical Substancs laventory.
G - Mukm:hbdmum:shdmmmdwmmm
6) - hdu:naunmwﬁtmd“mummﬁnm’hm-amuaepdmeu

(1) ~ Provide the chemical m“%WMdﬁmcMwuﬂhhmﬂmedmepﬂm

(4) - Mark 00 the identity column if you waat & Soaomer of other reactant used 3t twe weight percent oc less 10 be listed a3 part of the

(] Mark 00 this box if you attach & contiauation sheet

¢ Provide s reprosentative stnchorsl disagram of the polymer, if pomible.

D Mark 00 this box if you attach a condnuanor. sheet

D - s 00 B e oy o B (6 1 confidental.
s o fompen| Mo i 2l | S
% %
" % %
% %
! % %
% 3
% %
% L3
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Part 1 — GENERAL INFORMATION — Continued :
Secton B - CHEMICAL IDENTITY INFORMATION -~ Continued

i
Lan puritias \
(a) ~ Identity cach Lepandry that mry by remscasbiy wstddpaed © be prosest 18 1he Chemicl rebatmcor a0 mmelictared (0¢ oo evercsal Purposa
Provide the CAS Ragiuery Namber if svallabia U there arv aaidantified tpentian. cumr “wnidastifted.”
M) —Esrion de the macismum waight € of aoch tmparity. Uf thaw v snidantified impuriiion euamate thaic Weal weigis .

lnpuney and CAS Reguisay Number Maumum Conts.
(&) perceni dennal
()
- %
%
%
- <
%
%I
<

[j Mark 0O this bax If you attach & continuation shee
4. Synonyms ~ Enter any synonyms for the new chemical substance idennfied in subsection 1 or L Qe fi-

D mmmmumm;uhw@nm
S. Trade identification - List tracie namnes for the new chemical substance idenafiad in subsection 1 o 2

] Mark 00 this bax 1f you artach a continuadion sheet

6 Ceneric chamnics! name ~ If you claim chemical identity is confidential, you must provide a generic chemical name for yous substance
that reveals the specific chemical idenaty of the new chemical substahce to the caximum extent possible.
Refer o the TSCA Chemical Substance inventory, 1965 Addition. Appendiz B for guidance on developing

generic namnes.

D Mark (X) this box If you attach & contnustion sheer.

7. Byproducts = Describe my resulting from the manulacture. proceasing, use, or disposal of the new chemical substance st stes
you control. the CAS Regiatry Numbae ot svatable
CAS Registry Number Co
) [vs) den

D Mark (X) this box J you antach 2 conanuation sheet
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Part| — GENERAL INFORMATION — Continued
Eecdon C - PRODUCTION, IMPORT, AND USE INFORMATION

Mark 00 the ‘Confidenoal” borx next 10 any item you daum as confidenaal

1. Production votume — Esttness the muxigram producnon volume dunng the frs 12 months of producton. Also esamate
the mazimum production volxxne for any consecugve 12 month penod dunng the first three years of producnon.

Maamum firse 12- ol Brochucnon (kg / vr) ' Manmum 12-month producnon (kg/yT)

Contr- Bimaing

Omica
den
nal Mark (2}

2 Use Information — You must Make separate confidentality dauns lor the desxcnpaon of the category of use. the pereent of producnion volume
devoted to each aategory, the formulfdon of the new substance. and other we informaton. Mark (X) the “Confidenaal” Box next 10 any iem vou
claim as mnfidental !

a (1) - Doscnbe each intended category of use of the new chemial subsance by mcoon and appliaaton.
(D = Mark (X) this columnn if enay i columnin (1) o confidendal business informaton (CBD.
() = Indicate your willingnem to have the informanon provided in column (1) binding.
{4) ~ Escimate the percent of total production for the first theee vears devosd to each ategory of we.
(S) = Mark (0 this lumn ¥ entry in column (4) is confidential busines informadon (CBD.
:(6) = Estimate the percent of the new substance a3 formulated in mixtures, suspensions, emulsions, solutions, oc geis 23 Manufactured
' for commenrdial purposes at sites under your control associated with each ctegery of e,
7 - Mark (X) this column f enxy in column (6) is confidential business informatioa (CBD.
(8) = Mark (X) whether the use is site-limised. induserial, coomeraial and/or consamer. Mark more than one box i appropriste. Mark
(X to indicate your willingnes 1 have the information provided in (8) binding.

(9) = Mark OO this cotuma f entry(ies) in column (8) is (are) confidential busines formation (CBD.
‘ ‘ Sladla % Mark (X) column(s)
| | Category of use CB | Optien Produc: | gy ol =7 PPerate lumel) e
Mark (0 ulation ETS E::' ladus- | Com- Pinding]
(1) 21 0) W 1] @ | o |limied tial | owerdalOptica
% %
% %
% ; %
13 %
% %

*If you have identified a “consumer” use, please provide on a continuation sheet 2 deailed description of the use(s) of this
chemial substance in consumer products. In addition include estimares of the concentration of the new chemicat substance a3
expected in consumer products and describe the chemical reactions by which this substance loses its identity in the consumer
product.

DMukmmumﬂyw“.mm

b. Cenenc If you claten ary categary of use down:. « 1 subsecuon 12 as confidential, enter a generic descnipdon of that
use aategary. Read the Ineractions Menssi - « cvampies of genax use descripdora.
decription

DMuﬁ(I)&ubo:UpnMnmmm

3. Hazard Information — ndude in the noTCE 2 COPy of reasonabic «m~mnie .4 anv hatard warming seatement, Label, matenal safety 2313 sh”
of other yWormaoon which will be provided 1 any perion who is rro v adiv hitely 10 be expased 10 this subsance regarding protecine
eqﬁpu\c\cor pracuces (or the safe handling, Tansport, use. of Jugs aa -« 1he Aew substance. List 1 part (Il hazard Uvormanon you wniduse

O Mark (0 tus bos o ‘you aitach .azard informason. _

: (00U /O

| P




Part II — HUMAN EXPOSURE AND ENVIRONMENTA L RELEASE \

ctdon A ~ INDUSTRIAL SITES CONTROLLEIRBY THE SUBMITTER

Tplete secrion A for each type of ocunufacrare, proceming of Gae operadon involving the new chaniaal
bemance at indostrial rites you control.
Mark (X) the “Confidenaal” box next ta any wem you dlaum a3 confidental

J

Operation descaipdoa Comé
s. ldenoty -~ Enrad\eidndzydhmnumd\ u\eoméan wll occur. Sensal
Name

Site addrem (munber and sereet)

Gy, County, Stare, ZIP Code

lf the same operation will ocxur at more than one site, enter the number of sites. . i
{dentify the additional sites on a continuaticn sheet. | et 1

D Mark (0 this box ¥ you attach a continuation sheet.

> B0 0 Mamutscnaing O Procsng 3 se
¢ Amount and Durstion — Complets 1 or 2 as appropriste
Maximum kg/batch : Hours/batch " Batches/year
1. Bawch ! 4
Mnnmmkyday : Hours/day : Devs/vear
2 Continuows 1 1

d Process description me bhdhuywnﬂhwbhnywm«mb\admp

(1) Dlagram the major unit operstion steps and chemical conversions.

@ Provide the identity, dnnmﬁﬂl@yk‘ldayukuhm-\daqmdan!mm\dudugmcann
solvens, and catalyses, etc).

) idendfy by number the points of relesse © the eavironment of the new chemmical substance.

'

D Mark (X) this box If you artach & contnuaton sheet.

C00086



) Section A — INDUSTRIAL SITES CONTROLLED BY THE SUBMITTER - Continued

b2 Ocap-dmnlw—Ymmmhmmwrydumlumdem of i
subscance, number of wOrkars expasad, and duration of savity. Mark (0 tve “Conddental- bo‘:“:‘:.ﬁ‘“':"ﬁ;d,‘?‘“:mr; "i"""‘ﬂ
(1) = Deacribe the activitien tn witich workers may be exposed 1o the new chemical substance, Y i
(2) — Mark (X0 this coluzmn i @Yy o colarm (1) is confidential dusiness informadan (CBD).
(3) - Dexcribe any procecrive squiposs e mdmpeamgmnud:\nednpmtmmkq;
(4) and {8) — Indicate you willinghems o have the informaton provided wn column (3) or (S) binding
(3) = Indacate the physical farmisl of the new chemical subsance at the time of expowure
) - Mark (0O thus column If ey in calunin (5) s confidenoal business informason (CBN.
(8) — Esamate the maxumm manber of workers involved in each acawry.
) - Mark (O this columa U entry tn codumn (8) ts confidental business informanon (CBN.
(10} and (11) - Esamate the manmum duration of the activity for any worker in hours per day and days

exr.
(12) = Mark (O thus column if entnes in columue (10) and (11) are confidental business informanon (CBD). 7
Bisdt 1 Sladi ! g
Worker activary CBI{ Prowcnve Equpmneny o6 Physcal Onh:' Bt w' dl Bl Maamum duragen CB!
Engneenng Conavis Mark &) | formds) | saek @) Exposed Hry/day | Days/yr
(1) Q) a) 1) (5) 6 1@ [1.1] (10 an_1a)

S
Mark (X) this box if you sttach a continuation sheet.

3. Eavironmental Relense snd Disposal — You must make separate confidentiality dagns for the release number and the amount of the new
wwmummuww«mm Mark 0O the ConfSdential” box aext 10 each e you claim as
(1) ~ Enter the number of esch relesse point identified {a the deacription, purt I section A, subsection 1d03).
@ ~ Estmate the amount of the new substance relensed (2) gthc@hﬁmﬂM—hkﬂdﬂyukuhﬁ\).
O ~ Mark (X) this cobumn f entries in cokanns (1) sad () are uniness information (CB0.
{0 ~ Identify the meciia {sir, Lmd, or water) 95 which the new substancs will be relessad frocs that relesse potnt.
(5) ~ a. Dexcribe control technclogy, ¥ any, and cntrol eficiency that will bs used 1o kit the relesse of the sew substance 1o the environment.
For relesses disposed of on land, characterize the disposal method and state whether # s approved for dispossl of RCRA hazardous waste.
On & continustion shaet, for each site describe any additional disposal methods that will be used and whether the waste & subject to
or sertiary cn-site reatmnent. b. Estimate the amount relensed 10 the enviroament alter control dchaology Gn kg/day).
(8 = Mark 00 this columa f entries in cobhanne (O and (5) are confidential bustnem infarmation (CBD. .
@ - Kentify the destination(s) of relosses o water. Planse supply NPDES (National Polhstant Discharge Elminstion System) numbers for direc
dischargers or NPDES numbars of the POTW (Publidy Owned Trestment Warka). Mack OO f the POTW same or NPDES # is confidendial

eme | Aount of new [CRI [Media of Contrl whnology and ehcency [«
(1)) Qa) ) Q_ ﬂz Ga) 1 Marx ot {50) [(3
. : 1
1
'
;
'
. '
1
'
'
'
]
1]
'
1
O Mak(Othe  [] POTW provide namets) below: | <81 (] Negvie O owe-speany NPOES ¢
desttnacond(s} of waterway
reicxses to wakz.

: Dmmu\unzam.m-mmm

(00081




1 Part [ — HUMAN EXPOSURE AND ENVIRONMENTAL RELEASE — Continued

p Section B ~ INDUSTRIAL SITES ce#moz.u:n BY OTHERS

Compiete sectian B for typécal processing or e bparations UTvalving the new chetiucal subsandce at R163 you do not nmol Complete 2 sepanite
secuon B for ench type of procassing. or use GEFation involving the new chemical subsance. U the same operation ts performed at more than one
stte descnbe the aal ntes and enter the number of ntes . lden additonal mres on a conanuanon sheet

1 Opaanoa Descripnan - To caten Informad this secnon as confidendal. cirde or bracket the speafic formacon that you daim as confidenaal
1) ~ Dragram the maxx Unit apereton steps chemical conversions. On the diagram. idendfy by letter and briefly dexcnibe each worker acowty
(1) ~ Provude the xdentity, the ate welEht (by kg/day or kg/batch], and enary point of all feedstocks (including reactants, soivens,
and catalyso, etc) (3 — !dmyv:;w'd\ ¢ pounos of release to the envirorunent of the new chemucal subsance.

3
| Mukoouhg_xumuuuoa-]n&nh-.

2. Woarker ExpossreEsviroameanl Ke

(1) = From the diagram above, provide for each worker activity. Complew 2-8 for esch worker activity described.
%'mu ::q'plald:dacf weeker in (2) bours per day snd (W) days '

- ] b o

{6) = Dewcribe any protective espment .?mdmu;-dumm"
- (7} = Estimawe the percant of the aew - ‘when packaged or used a9 & foal produce. :
(5) =~ From the disgrem above, the sunber of each relessd point. Complete $-13 for ench relasse point fden
(10) - Estimate the amount of the new relansad () directly 10 the savircomant or (b} in0 control technalogy o the environment

Gn kg/day o 5g/1
(lv-%&.wq, wiil bs usad % Linit the relense of the sew sabstsnce 1o the envirommaant.
(14) = Identify byproducts which may from the . )

8. G), @), A1), (1) and (15) - Mark 0O this colemn any of the procesding entries are confidential business information (CBO.
)

Enginesring
Conerole

©

Technology
Relewed
() T ant ({1

Letter] @ of Drsntion Protective Ral Amoumtol | ) .

of Workers {CBL of Equip./ anuic New FQ Coatrol C
Act- ) Expossd Expomse Sabstance

ity i

(L}) kvs] M1 4 1 (I

p §i

- e on oo P’——ibﬂ-ﬂ-ﬂaﬂ

«,,.,_J — e
f o o o ooy - wt an snjon wn we on 4o n o oS

(14) - Byproduces

D,,kamthiaho-llywam s conttruaton shest

Page 10
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OFTIONAL POLLUTION PREVENTION INFORMATION

r To claun rdormuaon n this section as confidennal Qrcie of brackes the specific InfOrManon that you claim as condidential

In thus secton you may provide information not reported elsewhere in this form regarding your
efforts to reduce or minimize potentdal risks associated with acgvities surrounding
manufacturing, processing, use and disposal of the PMN substance. Please include new
information pertinent to pollution prevention, mdudmg source reduction, recycling activities
and safer processes or products available due to the new chemical substance. Source reduction
includes the reduction in the amount or toxicity of chemical wastes by technological
modification, process and procedure modification, product reformulation, raw materials
substitution, and/or inventory control. Recycling refers to the reclamation of useful chemical
components from wastes that would otherwise be treated or released as air emissions or water
discharges, or land disposal. Descriptions of pollution prevention, source reduction and
recycling shou.ld emphasize potential risk reduction subsequent to compliance with existing
regulatory requirements and'can be either quanntauve or qualitative. The EPA is interested in
this information to assess overall net reductions in toxicity or environmental relea.ses and
exposures, not the s}uftmg of risks to other environmental media or non-environmental areas
(e.g., occupational or consumer exposu:e) In addmon, information on the relanve cost or
performance characteristics of the PMN substance to potential alternatives may be provxded
All information; provnded in this section will be taken into consideration. during the review

of this substznce‘ b
Describe the expe beneﬁn.sud\ummwaﬂndmammknhmnhm\wthee\mnmem.(zu reduction in
the votume mnuﬁcmn%;mandumnmﬂugummdmmmhmw;wmm\xmnormh«
means; (a. reduction in potential toxicitylor human exposure and /or environmental release; (5) an increase in product
perfomum:. adma the cost of production and/or improved operation efficiency of the new chemical substance in

comparison to‘easung chzimal substances used in simnilar applications; or (6) the extent o which the newchenual substance
[ maybea: subsuhx e existing mbshna that p ter overall risk to hugan hnlth or the envzronment

! ’ Mark (X) this box d you attach 3 continuation sheet. 08
va tT




Part [T — LIST OF ATTACHMENTS

A2 contnuadan sherts for sactions of the form and tea data and other data (Induding phyﬁq,[/chaud propernes and
TUCTUre / aciviry injormationl. end optonal tnformagon after thus page. Clearly identfy the atachment and the sechon of the form to
which it relates, if approprisss. Number consecutively the pages of the attachinents. In the ciumn below, enter the indunve page

:Au:\kﬁ :e Co:\.ﬂdcxdd' X Bax? o any srachment nace you clam as confidental Read the [nstuctions Manaal foc

dance on how 1o datm sy toformacton in an sftachaient a3 confidental  You must indude with the sarutzed copy of the noace
tg;urm 2 sarutized version of sy stachment in which you dam informaaon as confidendal

toachmnent nam Altachment Counfi-
N : ’ page number(s) | dencisi

| D Mark OO this box o you sttach s Ontnuation sheet Enter the stsa hment name and aumber.

Fage t2 C 00084
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PHYSICAL AND CHEMICAL PROPERTIES WORKSHEET

—
-

To asmst EPA's review  phymal and chanical properties data, picxse compiete the tollowing worksheet for da@ you provide

and indude it in the * Idenafy the property measured, the page of the n00ce on which the property appean. the value
of the property, ¢ which the property 13 heasured (19 necEamary). and whether or nox the property 13 daumed as
confidendal. Ye foired to subut this worksheer: however, EPA srongly recommends that you do 30, a3 it wall sumpiuy
review and e ‘dential informudon 13 property protected. You should submut thus worksheet a3 2 suppletent o
your subm' Thus worksheet 15 N0t 2 subsarute for subgusmon of test dawa
Mark (0 if Page Value Conn-
provided number dengal
) (3} Mark (X)
(d)
Vapor pressure
@ Tanpenature Torr
. g/axd
Density /reladve density
Sotubility <
@ Tenperature
Soltvent g/L
. C
Salubility in water @ Temperature.. <
Melting temperature <

Boding/sublimation terpentre @ . 1OTT preseure

Speca

Dissociation constant

Partide size distribution

Octanol/ water partition coetcient

Henry's Law corotant

Vaolitaliration from water

Volitslization from il

pH

@ concentration

Expiodability

Adsocpdon / contficient

Other - Spedify
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APPENDIX B
THE NEW CHEMICALS (PMN) PROGRAM

When submitting a PMN, companies must provide such information as a structural diagram (if the
substance can be represented by one), chemical name, CAS Registry Number (if available), and
molecular formula. Other information reported includes the impurities anticipated to be present in the
substance, any known synonyms or trade names, the estimated maximum amount 10 be manufactured or
imported during the first year of production and during any 12-month period during the first three years
of production, and a description of the intended categories of use by function and application.
Additional information may be reported depending on whether or not the site is controlled by the
submitter. Such information would include specific site information as well as a description of the
operations involved in manufacture, processing and use, worker exposure information, physical form of
the new substance to which workers may be exposed, the number of workers and the duration of
activities, and information on release of the new substance to the environment (40 CFR 720.45). The.
submitter must also send any available test data related to the effects on health or the environment.

Based on the information provided in the PMN form (see Appendix A), EPA must assess the risks
to ascerwain if the chemical may or will pose an unreasonabie risk to human health or the environment.
EPA’s assessment is highly dependent on the quality of information submitted. Even though it is EPA's
responsibility to determine chemical risk, EPA cannot require manufacturers to perform testing of new
chemicals unless it has made a determination that the chemical may or will pose an unreasonable risk.
Based on the information received in the PMN, EPA has four options with regard to the substancg.

1. It can do nothing and the chemical may be manufactured without restncuon. subject to the
manufacturer providing notice 1o EPA via a Notice of Commencemeat.

2. The Agency can issue a significant new use rule (SNUR) which requires: manufacturers or
processors to notify EPA in the future if they intend to process or produce a chemical for uses
beyond those stated in the original PMN. The Significant New Use Notice must be submitted
90 days before commencing manufacture, import, or processing of the chemxal substance for the
new use.

3. Under Section 5(¢), EPA can issue an administrative order or obtain an injunction to regulate
the manufacture, processing, distribution, or disposal of the new substance pending the
development of new information. Section 5(e) may be invoked only if EPA determines that the
chemical may pose an unreasonabie risk, in that information received in the PMN is insufficient
to make a finding with respect 10 its bealth or environmental eﬂects. ‘

4. If EPA finds that a chemical will pose an unreasonable risk, it may act under section S(t) 0
limit or prohibit the chemical's manufacture, sale, use, or dsposal. "

Examination of the Generic ical Name by EPA (40 CFR 72085 (a) 3‘

If the chemical identity of a new chemical is claimed as confidential, the submitter must provide a
generic name at the time of the claim. EPA will examine the generic chemical name proposed by the
submitter claiming confidentiality. The generic name proposed by the submitter must be only as generic
as necessary 10 protect the confidential identity of the particular chemical substance. The name should
reveal the specific chemical identity to the maximum extent possible. If EPA approves of the generic
name, it will be placed on the inventory. If the name is more generic than necessary to protect the
confidential identity, EPA will notify the submitter within 30 days that further consultation is necessary.

75
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PMN Exemptions

Exemptions to the PMN process are made for polymers, chemicals developed solely for use in
research and development, and chemicals distributed solely for test marketing purposes. Substances
developed for test marketing may be exempied if there is a finding that the chemical in commerce “will
not present any unreasonable risk of injury to health or the enviroameat..” (Section 5(h)(1)(A),(B)).

-

When a company is reporting a new chemical, it may exempt itself from pre-manufacture notification
requirements-if the particular chemical substance is not included in the public inventory but falls within
one of the generic chemical names in the appendix entitled “confidential ideatities.® The submitier may
ask EPA whether the substance is on the inventory and EPA will provide the answer if the submitter
has a bona fide intent 1o manufacture the substance. In order 10 establish 2 bona fide inteat t0
manufacture (40 CFR 710.7 (g)(2)) a specific chemical substance, the person proposing 10 manufacture
this substance must submit to EPA:

1. A signed statement that the person intends to manufacture the substance for commercial
purposes;

2. A description of the research and development activities he has conducted to date and the
purposes for which the substance will be manufactured;

3. An elemental analysis;

4. Either an X-ray diffraction pattern (for morganic substances) or a mass spectrum (for most other
subswances) of the particular chemical substance;

5. A sample of the substance in its purest form, if requdted; and,

6. Any additional or alternative spectra, or other data that may be required t0 rsolve uncertainties
with respect to the identity of the chemical substance.

Once 2 bona fide intent has been determined by EPA, a comparison will be made between the
generic substance listed on the inveatory and the substance being newly reported. If the comparison of
the elemental analysis and either the X-ray diffraction pattemns or mass or alternative spectra is
sufficiently similar to be consistent with a presumption that the chemical substances are the same and
comparison of any of the other submitted information affirms this, EPA will tell the submitter proposing
10 manufacture the particular chemical substance that the particular chemical substance is included on
the inventory and that pre-manufacture notice is not required (40 CFR 710.7 (g)(S))- If the comparison
of cither the X-ray diffraction patterns or the mass or alternative spectra does not prove that the
chemical substances are the same, and comparison of the other information affirms this conclusion, then
pre-manufacture notice is required (40 CFR 710.7 (g)(6)), since the substance is deemed not to be
included on the inventory.

. A manufacturer may also apply for an exemption for a new chemical (or category of chemicals) from
all or part of the PMN requirements. This exemption may be granted under section S(h)(4) if EPA
determines that the use of this chemical in commerce will not present an “unreasoaable risk of injury 10

health of the environment.” Section 5(h)(4) cxemptions require formal rulemaking.
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APPENDIX C
REPORTING AND RECORD-KEEPING (SECTION 8)

Section 8 of TSCA gives EPA the ability to collect information on existing chemicals (ie chemicals
in commerce). Section 8(a) allowed EPA to promulgate rules under which chemical manufacturers are
required to maintain records and report the following information (Section 8(a)(2)):

e the common or.rade name, the chemical identity, and the molecular structure of each chemical
substance; '

« the categories or proposed calegbria of use;

¢ the total volume under existing uses with projected volumes for proposed uses;

« a description of the byproducts resulting from commercial chemical use;

o all existing data concerning the environmental and health effects;

s cxposure data; and,

o the manner of method of disposal and any change in the manner or method of disposal.

Claims of confidentiality are made according to the general procedure. If the company fails to
provide a second (sanitized) copy of the notice, EPA notifies the submitter by certified mail. The
submitter must send the second copy within 15 days of being notified; otherwise, the confidentiality
claimed is waived and the first copy may be placed in the public file (40 CFR 704.7 (c)(4)).

Other Chemical Information Rules (40 CFR 712)

The chemical information rules as stated in 40 CFR 712 establish procedures for chemical .
manufacturers and processors 10 report production, use, and exposure-related information on listed
chemical substances. Chemical substances, mixtures, and categories of substances or mixtures which have
been recommended by the Interagency Testing Committee for testing consideration by the Agency but
not designated for Agency response within 12 months are included for reporting under this rule, only to
the extent that the total number of designated and recommended chemicals does not exceed 50 in any
one year. Under the chemical information rules, any information reported on the appropriate form may
be claimed as confidential, and substantiation requirements are met by checking the appropriate boxes
on the form. If no claim accompanies the information at the time the form is submitted, it is placed in
the public file without further notice (40 CFR 712.15(c)). .

Partial Updating of the Inven ata Base (40 CFR 710 Subpart B)

The Master Inveatory File is EPA's comprehensive list of chemical substances which constitutes the
Chemical Substances Inventory compiled under section 8(b) of TSCA. It includes chemical substances
reported under the initial inventory reporting requirements as well as substances reported under the pre-
manufacture notification program for which a Notice of Commencement of Manufacture or Import has
been received. The first update for the 1977 TSCA inventory occurred in 1986. The next reporting
period was 1990 and subsequent reporting periods will occur at four year intervals thereafter (40 CFR
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710.33). Updated information must be reported for chemicals which do not fall into one of four broad
classes:

« inorganic chemical substances;
+ polymers;
e microorganisms; and,

« naturally occurring chemical substances.
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APPENDIX D
HAZARDOUS CHEMICALS IDENTIFIED UNDER THE ACT

Once EPA finds that a chemical poses an unreasonable risk to human health or the environment, it
has a variety of options under Section 6 to control the commercial use of that chemical. EPA may
apply any of these options by rule “to the extent necessary to protect adequately against such risk using
the least burdensome requirements." Among these options (summarized below) are some that require
the public dissemination of risk-relevant information (emphasis added):

o prohibiting or limiting the commercial use of the chemical substance or mixture;

« prohibiting or limiting the commercial use of the chemical substance or mixture for a particular
use or for a particular use in a concentration in excess of a level specified by EPA;

s  requiring that the chemical substance be labelled with clear and adequate warnings with respect to
its use or disposal; .

+ requiring that manufacturers of the substance make and retain records of the processes used 10
manufacture the substance and monitor and conduct tests which are nec&ary to assure
compliance with any rule that EPA has promulgated;

+  prohibiting or regulating any manner or method of disposal of the chemical substance;

s requiring manufacturers or processors of the chemical sub:mr‘:ce or mixture to provide notice of
unreasonable risk of injury to anyone who may come in contact with the chemical substance, 1o
give public notice of such risk, and 10 replace or repurchase the chemical substance or mixture,
whichever is chosen by the person to which this requirement is directed.

Asbestos

By rule, EPA requires reporting by persons who manufacture, import, or process asbestos and
asbestos-containing products. ' Different reporting requirements are imposed depending on the person’s
activity. Manufacturers, importers, and processors of commercial and industrial asbestos fiber must
report quantity, use, and exposure information.  Importers of mixtures and articles containing asbestos
and processors of asbestos mixtures also report to. EPA in two phases (40 CFR 763.60 (a)). They
initially must report limited information about processing or imporu‘t.ion. Some ‘must subsequently
report additional information if they are selected as respondents in a sample survey. Claims of
confidentiality may be made for any information submitted. Certification is made by signing the
certification statemeat specified on the reporting form(s). If no claim accompanies the form at the time
the form is submitted, then the information may be placed in a public file without further notice o the
submitter (40 CFR 763. 74)

In addition to requmng repomng by manufacturers, importers, and procssors of asbestos, EPA has
identified a list of asbcxos-conmmng products which have been prohibited from manufacture,
importation, processing, and: distribution in commerce. EPA may grant exemptions for products subject
to this rule. In submitting an apphauon for an exemption the submitter reports such information as
(summarized): a dacnpuom of the manufacturing, import, processing, and/or distribution in commerce
activity for which an cxempuon is requested; idenufication of the locations at which the excmptcd
activity would take place; lcngth of time requested for an exemption (manmum length of exemption is
four years); exposure levels over the life cycle of the product; and data, concerning the non-asbestos
substitute (40 CFR 763. 173(d)) Any of the information reported in an exemption application may be
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claimed as confidential according to the general procedure. If the submitter fails to submit a second
copy of the information, he has 30 days from the date of receipt of notification to submit the second
copy, else the information is placed in a public file.

Applicants who assert CBI claims must substantiate all claims by prowdmg detailed written answers
to the questions listed below.

1.

Is this information subject to a patent or patent application in the United States or elsewhere?
If so, why is confidentiality necessary?

For what period do you assert a claim of confidentiality? 1f the claim is to exiend until a
certain event or point in time, please indicate that event or time period. Explain why such-
information should remain confidential until such pointL

Has the information that you are claiming as confidential been disclosed to persons outside of
your company? Will it be disclosed to such persoans in the future? If so, what restrictions, if
any, apply to use or further disclosure of the information?

Briefly describe measures taken by your company to guard against undesired disclosure of the
information you are claiming as confidential to others.

Does the information claimed as confidential appear or is it referred to in advertising or
promotional materials for the product or the resulting ead product, safety data sheets or other
similar materials for the product or the resulting end product, professional or trade publications,
or any other media available to the public or to your competitors? If you answered yes, indicate
where the information appears.

If the Agency disclosed the information you are claiming as confideatial to the public, how
difficult would it be for the competitor to enter the market for your product? Consider in your
answer such constraints as capital and marketing cost, specialized technical cxpemsc. or unusual
processes.

Has the Agency, another Federal agency, or a Federal court made any confidentiality
determination regarding this information? If so, provide copies of such determinations.

How would your company’s competitive position be harmed if the Agenq disclosed this
information? Why should such harm be considered substantial? Describe the causal
relationship between the disclosure and harm.

In light of section 14(b) of TSCA, if you have claimed information from a health and safety
study as confidential, do you assert that disclosure of this information would disclose a process
used in the manufacturing or processing of a product or information unrelated 10 the effects of
asbestos on human health and the environment? If your answer is yes, explain.
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APPENDIX E
CBI SECURITY PROCEDURES

The security requnrcmcms for CBI are based on four components: Administrative Security, Facility
Security, Procedural Requirements, and Audit and Inspection. These components are discussed below.

Administrative Security -

Access to TSCA CBI is granted only on 2 *need to know* basis, and is limited 10 EPA employees,
EPA contractors and their employees, and others oaly as explicitly addressed in the statute (see previous

section).

Even EPA grantees (such as those working in the American Association of Retired Persons

- program alongside EPA staff) and states may not be granted access to TSCA CBL

Access to CBI is allowed only for those sections of TSCA for which the employee or contractor

‘has demonstrated need.

Each EPA employee or contractor emplioyee who requests access to TSCA CBI is subjected 10
an extensive background investigation, referred to as a National Ageacy Check and Inquiry
(NACI). These investigations are intended to reveal any information that may rcﬂect advetscly
on an' employees suitability or trustworthiness o handle 'l"SCA CBL

Authonzed access to CBI is reviewed annually. All employees must attend a CBI procedural
review and pass a writtea test. All senior OPPT staff are reviewed annually to determine
conﬂicts-ofgintemt. ~This review includes full financial disclosure with oversight by the OPPT
i r; o

CAll pexsons g:ven access to CBI must sign a confidentiality agreement, which gives notice of the

penalus tor wmful disdosure of CBI, as provided by the statute.

Facility Security

Al facilities handling CBI provide for limited access. Buildings are guarded 24 hours per day, seven

days per week

Secured areas within EPA may be designated as "open shelf* document storage facilities. These
areas are secured through the use of electronic card eatry identification badges. Employees who

have been issued a card are required to use it cach time they enter a card entry secured area.

Unless CBI material is being used in an approved open storage area, it must be stored in an
approved container at the end of the business day or when not in use. CBI material must be stored

in a file cabinet with a bar lock and three-way adjustable lock, or GSA-approved Class 6 security

conuiner. Each container must also have a Safe/Cabinet Security Check Sheet attached to indicate
opening and closing as well as when checked.

Procedural Requirements
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Once a document is classified as CBI, it must be logged into a2 document control system or the
TSCA CBI inventory log. It is assigned a document control number and stamped "TSCA Confidential
Business Information ... Does not contain National Security Information (E.O. 12065).* A cover sheet is
attached which contains the pame of the Document Control Officer (DCO), the document control
number, and the date of receipt of the original document. The document is tracked until it is either
declassified or destroyed.

If a person authorized for access to CBI wishes to obuain 2 CBI document, he must go to the
Confidential Business Information Ceater (CBIC) and request the document from the

-appropriate DCO or Document Control Assistant (DCA). The DCO/DCA verifies that the

requester is listed on the TSCA CBI Authorized Access List, and then obtains the document
from either local secure storage, another DCO, or an authorized computer facility.

Each person who retrieves a document containing CBI from the DCO or Document Control
Assistant (DCA) must sign the cover sheet. Documents must be charged out oa the Document
Tracking System or logged out each time the document is removed from the custody of the
DCO.

The employee must cither keep the document in his/her possession at all times, return it to the
CBIC, or store it in a locked approved storage container.

Documents containing CBI can not be transferred directly from one person who is cleared for
CBI access to another, except for a limited period. To effect a transfer between cleared
employees, the person must go through the DCO/DCA by use of a Loan Receipt for TSCA CBI,
or the document must be logged back through the CBIC.

Any copying of documents containing CBI must be performed on a machine that has been
cleared for this purpose, under the supervision of a specially-trained Document Control Officer
(DCO). With the exception of working paper and draft copies, the DCO/DCA must enter all
copies into the Document Tracking System or Inveatory Log for document control.

The destruction of each document containing CBI must be supervised by a DCO-and noted in a
Destruction Log and the Document Tracking System.

Declassification of documents or magnetic tape is performed under strict procedures when
attempting to satisfy an information request. Declassification also occurs when the submitter
who requested that the information be handied as CBI requests that it be declassified. (In
actuality, this rarely occurs.)

All CBI logs must be retained for at least ﬁveyaxsﬁomthedateofhstenu'ymsecure
storage. . :

Automated Data Systems

Automated data systems may only be used 10 process CBI with elaborate precautions to prevent
disclosure of CBL

These are located in designated CBl-sccure areas. Data lines between these secure areas are
secured by means of data encryption or the use of closed conduits.

Outside of these areas, the operator must rctain exclusive control of the PC and any pcnpherals,
and must ensure that any CBI contained in non-removabie storage media or in the computer’s
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memory are completely obliterated before relinquishing control of the PC. Even pn‘nfcr ribbons
used to print CBI themselves become CBI and must be protected as are documents or computer

disks.

Mainframe computers that process CBI must operate entirely within a CBI environment, and
steps must be taken to completely remove all CBI from such a system when transferring from a
CBI operating mode to a non-CBI mode. :

Commumcauons lines between computers that carry CBI must be encrypted. Until recently, this

. applied even to lines passing through non-secure areas within EPA buildings.

Audit ind‘ Inspection
Audit and mspecuon ensures that security procedures in place actually protecx CBL

The TSCA Security staff investigate violations and pmde cxperusc on physuzl and computer
secunty issues.

Pcnodxc and unannounced inspections and audns of facilities are conducted by the TSCA

‘ Secumy saff. CBI documents are also audited annually

G OP?T ‘conducts  periodic evaluations of TSCA CBI security procedures.

TSCA CBI secunty requires considerable eﬂon. While the TSCA Security Office has a small staff,
many of the pexsonnel in the Confidential Data Branch devote a considerable portion of their time to
safeguardiug' CBL Their responsibilities and the responsibilities of other personnel who handle TSCA
CBI are snmma‘ﬁnd Table E-1. This table is not an inclusive list of CBI security tasks performed by
personnel at EPA, but attempts to highlight the major tasks which are time intensive. Table E-2
prov:ds a hst of iogs and tracking documents used in creating an audit trail for CBI material
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Table E-1

Posltion Tile

- i Tov—Tow[oia [oir. [Gen. Serv. |Div. [Branch [Securty EPA DCOs [DCAs |0OGC |CIB

Task OPTS |OTS [MD | _ |OIRM_|FSSD Dire, |Chiefs __|IMD Prol. ON.

Obtalning Authorization For Access

Processsing Forms For Access to CBI : X

Approving Contisctors For Access to CBI X X X

‘ . X_| X
Preparing Signing Federal Register Notices X_| X X X X ,

Ensuring NACls sre conducted for federal employess X

Requesting / Removing Employee Access : X

Investigations and Inspections « X

C000935

Inial and Annual Inspection X X

inspaction of Computer Facllities X

Inspection of Physicel Securlty - X

Malntaining Authorlzation

Maintsining the Authorized Access List X x | X

Annus! Security Treining X

Quarterly Security Discussion :

i |x

Ensures that smployses sre properly spproved

Policles and Procedures for Security |-

Overall Implementation of the procedures X X X X ;

Compliance with procedures and policles X

Oeveloping new policles and procedures

Approve [ Review Computer Center Securlty Plans

Approve / Review ADP Application Securlty Plans

¢ |x|x
*
x

Approve Hesdquerters DCO, Computer DCO/DCA

Establish written physical sscurity standsids X -

.

Document Control

Proper Storage

X
Activity Logs X X X
Sanitizing Stali-Proguced Documents X

Accounting for all CBI releted materisl used

by contractors when & contract onds. ) : X

Destruction

Reproduction

Recept

Initial Processing

Distnibution

22 I [ 21> | >
i i x|
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Table E-2: LIST OF LOGS AND TRACKING SHEETS USED IN PROTECTING CBI

Inventory Log
User Sign Out Log
Destruction Log
Contractor/Subcontractor Sign Out Log
Federal Agency, Congress, and Federal Court Sign Out Log
Request for TSCA CBI Access Approval
Request for TSCA CBI Computer Access Approval
TSCA CBI Cover Sheet
- Telephone Contact Report
“TSCA Confidential Business Information Meeting Slgn In Sheet
.- Safe/Cabinet Security Check Sheet
‘Request for Approval of Contractor Access To TSCA Confidential
Business Information
Loan Receipt for TSCA Confidential Business Information
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Penalties for Accidental Disclosure of CBl

Although the legislative and statutory language assigns severe penalties for “wrongful® disclosure of
CBI, most disclosures within EPA. are accidental. In such cases, where the impact of the disclosure is
not serious, most employees are not harshly penalized but are counselled as to their actions. Appendix |
of the TSCA Confidential Business Security Manual lists informal corrective actions taken. They inciude:
closer supervision, on-the-job training, and oral reprimands. A serious violation may warrant removing
the employee from the Authorized Access List. Each case is reviewed on an individual basis.

A review of records of CBI violations maintained by the TSCA security staff indicates that most
violations represent failures to follow procedures strictly, and are unlikely to result in the disclosure of
CBI to unauthorized persons. Figure E-1 shows that the overall number of violations is quite small,
relative to either the number of CBl documents maintained by OPPT or the number of transactions
involving CBI documents. By far the greatest number of infractions represent failures to abide by strict
document-handling procedures, such as seading a CBI document to another authorized person using
interoffice mail, or hand delivery of a document where the transmitter did not actually deliver the
document into the hands of the recipient and obtain a signed receipt, or leaving a document within EPA
in an improperly secured area. There were occasions on which CB{ was placed into a public file or
database, but a much greater proportion of infractions reflect situations in which drawers were not
locked or audit trails on documents were incomplete.
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APPENDIX F | :
SCREENING INFORMATION DATA SET (SIDS) CHEMICALS
KNOWN HUMAN CARCINOGENS IDENTIFIED BY NTP
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SIDS (Screening Information Data Set) Chemicals for which 'US. is lead country - Phase I and Phase II
High Production Volume (HPV) Chemicals

Phase |

. 75-77-4 Silane, chlorotrimethyl-

. 78-84-2 Propanal, 2-methyl

. 123-38-6 Propanal

. 504-60-9 13-Pentadiene

. 556-67-2 Cyclotetrasiloxane, octamethyl

. 693-23-2 Dodecanoic acid

2402-79-1 Pyridine, 2,3,5,6-tetrachloro

25265-77-4 Propanoic acid, 2-methyl, monoester with 2,2, 4-trimethyi-13-pentanediol

29590-42-9 2-Propenoic acid, isooctyl ester

Phase 11

. 78-93-3 Methyl Ethyl Ketone {Oral RID in lRIé. Inhalation RIC in HEAST}
. 108-10-1 Methyl Isobutyl Ketone {Oral RfD and Inhalation RfC in HEAST}
. 111-11-5 Methyi caprylate

. 111-66-0 1-Octene

. 111-82-0 Dodecanoic acid, methyl ester

. 112414 1.Dodeceae

. 592416 1-Hexene

. 1120361 1-Tetradecene

.  2524-03-0 Dimethyl chiorothiophosphate

«  2524-04-1 Dicthyl chiorothiophosphate

«  4259-15-8 Phosphorodithioic acid, O,0-bis(2-cthylh
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Chemicals with Nonmedical Uses That Were Identified as Human Carcinogens in the Fifth Aanual
Report on Carcinogens (NTP 89-239), 1989 {The most recent such report}

. 92-67-1 4-Aminobiphenyl
»  7440-38.2 Arsenic.and Ceruain Arsenic Compounds
e 1332-21-4 -Asbestos

« 71432 Benzene

. 92-87-5 Benzdine

. 542-88-1 Bis(chloromethyl)ether

Also:
107-30-2 technical grade Chloromethyl Methyl Ether
«  7440-47-3 Chromium and Cchain Chromium Compounds
Key hexavalent compounds are:
10294-40-3 Barium Chromate
13765-19-0 Calcium Chromate
1333-82-0 Chromium Trioxide
7758-97-6 Lead Chromate
10588-01-9 Sodium Dichromate
7789-06-2 Strontium Chromate
. 505-60-2 Bis(2chloroethyl)sulfide (Mustard Gas)
. 91-59-8 2-Napthylamine
e 1314-20-1 Thorium Dioxide

. 75-014 Vinyl Chloride
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